FEDERAL 

REGISTER 

VOLUME  36  •  NUMBER  50 

Saturday,  March  13,  1971  •  Washington,  D.C. 

PART  II 

DEPARTMENT  OF 
JUSTICE 

Bureau  of  Narcotics  and 
Dangerous  Drugs 


Proposed  Regulations 
Implementing  the  Comprehen 
sive  Drug  Abuse  Prevention 
and  Control  Act  of  1970 


4928  PROPOSED  RULE  MAKING 


DEPARTMENT  OF  JUSTICE 

Bureau  of  Narcotics  and  Dangerous 
Drugs 

I  21  CFR  Parts  301,  302,  303,  304, 
305,  306,  307,  308,  31 1 , 31 2,  31 6  1 

REGULATIONS  IMPLEMENTING  THE 
COMPREHENSIVE  DRUG  ABUSE 
PREVENTION  AND  CONTROL  ACT 
OF  1970 

Notice  of  Proposed  Rule  Making 

Under  the  authority  vested  in  the  At¬ 
torney  General  by  sections  201(g), 
202(d),  301, 302(f),  305,  306(f),  307,  308, 
501(b),  704(c),  705,  1006,  1007(b),  and 
1008(e)  of  the  Comprehensive  Drug 
Abuse  Prevention  and  Control  Act  of  1970 
and  redelegated  to  the  Director,  Bureau 
of  Narcotics  and  Dangerous  Drugs,  by 
section  0.100  of  Title  28,  of  the  Code  of 
Federal  Regulations,  the  Director  hereby 
proposes  that  Parts  301,  302,  303,  305,  306, 
307,  315,  319,  and  320  of  Title  21  of  the 
Code  of  Federal  Regulations,  and  Parts 
150,  151,  and  152  of  Title  26  of  the  Code 
of  Federal  Regulations,  be  rescinded  and 
replaced  with  the  following; 

PART  301— REGISTRATION  OF  MAN¬ 
UFACTURERS,  DISTRIBUTORS,  AND 
DISPENSERS  OF  CONTROLLED 
SUBSTANCES 

General  Information 
§  301.01  Svopeof  Part  301. 

Procedures  governing  the  registration 
of  manufacturers,  distributors,  and  dis¬ 
pensers  of  controlled  substances  pursu¬ 
ant  to  sections  301  through  304  of  the 
Act  (21  U.S.C.  821-824)  are  set  forth 
generally  by  those  sections  and  specifi¬ 
cally  by  the  sections  of  this  part. 

§  301.02  Definitions. 

As  used  in  this  part,  the  following 
terms  shall  have  the  meaning  specified; 

(a)  The  term  “Act”  means  the  Con¬ 
trolled  Substances  Act  (84  Stat.  1242; 
21  U.S.C.  801). 

(b)  The  term  “basic  class”  means,  as 
to  controlled  substances  listed  in  sched¬ 
ules  I  and  n ; 

(1)  each  of  the  opiates,  including  its 
isomers,  esters,  ethers,  salts,  and  salts  of 
isomers,  esters,  and  ethers  whenever  the 
existence  of  such  isomers,  esters,  ethers, 
and  salts  is  possible  within  the  specific 
chemical  designation,  listed  in  21  CFR 
308.11(b) : 

(2)  Each  of  the  opium  derivatives,  in¬ 
cluding  its  salts,  isomers,  and  salts  of 
isomers  whenever  the  existence  of  such 
salts,  isomers,  and  salts  of  isomers  is  pos¬ 
sible  within  the  specific  chemical  desig¬ 
nation,  listed  in  21  CFR  308.11(c) ; 

(3)  Each  of  the  hallucinogenic  sub¬ 
stances,  including  its  salts,  isomers,  and 
salts  of  isomers  whenever  the  existence 
of  such  salts,  isomers,  and  salts  of  iso¬ 
mers  is  possible  within  the  specific  chem¬ 
ical  designation,  listed  in  21  CFR 
308.11(d) ; 

(4)  Each  of  the  following  substances, 
whether  produced  directly  or  indirectly 


by  extraction  from  substances  of  vege¬ 
table  origin,  or  independently  by  means 
of  chemical  synthesis,  or  by  a  combina¬ 
tion  of  extraction  and  chemical 
synthesis; 

(i)  Opium,  including  raw  opium, 
opium  extracts,  opium  fluid  extracts, 
powdered  opium,  granulated  opium, 
deodorized  opium  and  tincture  of  opium; 

(ii)  Apomorphine; 

(iii)  Codeine: 

(iv)  Ethylmorphine; 

(V)  Hydrocodone; 

(vi)  Hydromorphine; 

(vii)  Metopon; 

(viii)  Morphine; 

(ix)  Oxycodone; 

(X)  Oxymorphone; 

(xi)  Thebaine; 

(xii)  Mixed  alkaloids  of  opium  listed 
in  §  308.12(b)  (2)  of  this  chapter; 

(xiii)  Cocaine:  and 
(xiv)  Ecgonine; 

(5)  Each  of  the  opiates,  including  its 
isomers,  esters,  ethers,  salts,  and  salts  of 
isomers,  esters,  and  ethers  whenever  the 
existence  of  such  isomers,  esters,  ethers, 
and  salts  is  possible  within  the  specific 
chemical  designation,  listed  in  §  308.12 
(c)  of  this  chapter:  and 

(6)  Methamphetamine,  including  its 
salts,  isomers,  and  salts  of  isomers,  when 
contained  in  any  injectable  liquid. 

(c)  The  term  “Bureau”  means  the 
Bureau  of  Narcotics  and  Dangerous 
Drugs. 

(d)  The  term  “Director”  means  the 
Director  of  the  Bureau.  The  Director 
has  been  delegated  authority  under  the 
Act  by  the  Attorney  General  (28  CFR 
0.100). 

(e)  The  term  “hearing”  means  any 
hearing  held  pursuant  to  this  Part  for 
the  granting,  denial,  revocation,  or  sus¬ 
pension  of  a  registration  pursuant  to  sec¬ 
tions  303  and  304  of  the  Act  (21  U.S.C. 
823-824) . 

(f)  The  term  “person”  includes  any 
individual,  corporation,  government  or 
governmental  subdivision,  or  agency, 
business  trust,  partnership,  association, 
or  other  legal  entity. 

(g)  The  term  “presiding  officer” 
means  a  hearing  examiner  qualified  and 
appointed  as  provided  in  the  Adminis¬ 
trative  Procedure  Act  (5  U.S.C.  556). 

(h)  The  terms  “register”  and  “regis¬ 
tration”  refer  only  to  registration 
required  and  permitted  by  section  303  of 
theAct(21U.S.C.  823). 

(i)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth 
in  section  102  of  the  Act  (21  U.S.C.  802) . 

§  301.03  Information;  special  instruc¬ 
tions. 

Infoimation  regarding  procedures 
under  these  rules  and  instructions  sup¬ 
plementing  these  rules  will  be  furnished 
upon  request  by  writing  to  the  Registra¬ 
tion  Branch,  Bureau  of  Narcotics  and 
Dangerous  Drugs,  Department  of  Justice, 
Post  Office  Box  28083,  Central  Station, 
Washington,  D.C.  20005. 

§  301.04  Inspection  of  record. 

(a)  The  record  bearing  on  any  regis¬ 
tration,  except  for  material  described  in 


subsection  (b)  of  this  section,  shall  be 
available  for  public  inspection  arid  copy¬ 
ing  during  office  hours  in  the  office  of 
the  Registration  Branch,  Bureau  of  Nar¬ 
cotics  and  Dangerous  Drugs,  Department 
of  Justice,  Washington,  D.C.  20537,  or 
in  the  office  of  the  Hearing  Clerk,  Bu¬ 
reau  of  Narcotics  and  Dangerous  Drugs, 
Department  of  Justice,  Washington,  D.C. 
20537,  if  such  record  is  part  of  a  hearing 
in  progress. 

(b)  The  following  material  shall  not 
be  available  for  inspection  as  part  of  the 
record  bearing  on  a  registration; 

(1)  A  research  protocol  filed  with  an 
application  for  registration  to  conduct 
research  with  controlled  substances 
listed  in  schedule  I,  pursuant  to  §  301.32 
(a)(3),  if  the  applicant  requests  that 
the  protocol  be  kept  confidential; 

(2)  An  outline  of  a  production  or 
manufacturing  process  filed  with  an  ap¬ 
plication  for  registration  to  manufacture 
a  new  narcotic  controlled  substance, 
pursuant  to  §  301.33,  if  the  applicant 
requests  that  the  outline  be  kept 
confidential; 

(3)  Any  confidential  and  trade  secret 
information  disclosed  in  conjunction 
with  an  application  for  registration,  or 
in  reports  filed  while  registered,  or  ac¬ 
quired  in  the  coiurse  of  an  investigation, 
entitled  to  protection  vmder  subsection 
402(a)(8)  of  the  Act  (21  U.S.C. 
842(a)(8))  or  any  other  law  restricting 
public  disclosure  of  information;  and 

(4)  Any  material  contained  in  any  in¬ 
vestigatory  report,  memorandum,  or  file, 
or  case  report. 

Fees  for  Registration  and 
Reregistration 

§301.11  Fee  amounts. 

(a)  For  each  registration  or  reregis¬ 
tration  to  manufacture  controlled  sub¬ 
stances,  the  registrant  shall  pay  a  fee 
of  $50, 

(b)  For  each  registration  or  reregis¬ 
tration  to  distribute  controlled  sub¬ 
stances,  the  registrant  shall  pay  a  fee 
of  $25. 

(c)  For  each  registration  or  reregis¬ 
tration  to  dispense,  or  to  conduct  re¬ 
search  or  instructional  activities  with, 
controlled  substances  listed  in  schedules 
II  through  V,  the  registrant  shall  pay  a 
fee  of  $5. 

(d)  For  each  registration  or  reregis¬ 
tration  to  conduct  research  or  instruc¬ 
tional  activities  with  a  controlled 
substance  listed  in  schedule  I,  the  regis¬ 
trant  shall  pay  a  fee  of  $5. 

(e)  For  each  registration  or  reregis¬ 
tration  to  conduct  chemical  analysis 
with  controlled  substances  listed  in  any 
schedule,  the  registrant  shall  pay  a  fee 
of  $5. 

§  301.12  Time  of  paymeni;  refund. 

Registration  and  reregistration  fees 
shall  be  paid  at  the  time  when  the  ap¬ 
plication  for  registration  or  reregistra¬ 
tion  is  submitted  for  filing  In  the  event 
that  the  application  is  not  accepted  for 
filing  or  is  denied,  the  payment  shall  be 
refunded  to  the  applicant. 
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§  301.13  Persons  exempt  from  fee. 

(a)  The  Director  shall  exempt  from 
payment  of  a  fee  for  registration  or  re¬ 
registration  the  following  persons: 

(1)  Any  official  of  the  U.S.  Army,  Navy, 
Air  Force,  Coast  Guard,  Veterans’  Ad¬ 
ministration  or  Public  Health  Service 
who  is  authorized  to  procure  or  purchase 
controlled  substances  for  official  use; 
and 

(2)  Any  official,  employee  or  other  civil 
officer  of  the  United  States,  of  any  State, 
or  any  political  subdivision  or  agency 
thereof,  who  is  authorized  to  purchase 
controlled  substances,  to  obtain  such 
substances  from  official  stocks,  to  dis¬ 
pense  to  administer  such  substances,  to 
conduct  research,  instructional  activi¬ 
ties,  or  chemical  analysis  with  such  sub¬ 
stances,  or  any  combination  thereof,  in 
the  coiu-se  of  his  official  duties  or 
employment. 

(b)  In  order  to  claim  exemption  from 
payment  of  a  registration  or  reregistra¬ 
tion  fee,  the  registrant  shall  have 
completed  the  certification  on  the  ap¬ 
propriate  application  form,  wherein  the 
registrant’s  superior  certifies  to  the 
status  and  address  of  the  registrant  and 
to  the  authority  of  the  registrant  to 
acquire,  possess,  or  handle  controlled 
substances. 

(c)  Exemption  from  payment  of  a  reg¬ 
istration  or  reregistration  fee  does  not 
relieve  the  registrant  of  any  other  re¬ 
quirements  or  duties  prescribed  by  law. 

Requirements  of  Registration 
§  301.21  Person  required  to  register. 

Every  person  who  manufactures,  dis¬ 
tributes,  or  dispenses  any  controlled  sub¬ 
stance  or  who  proposes  to  engage  in  the 
manufacture,  distribution,  or  dispensing 
of  any  controlled  substance  shall  obtain 
annually  a  registration  unless  exempted 
by  law  or  pursuant  to  §§  301.25-301.27. 
Only  persons  actually  engaged  in  such 
activities  are  required  to  obtain  a  regis¬ 
tration;  related  or  affiliated  persons  who 
are  not  engaged  in  such  activities  are  not 
required  to  be  registered.  (For  example, 
a  stockholder,  or  parent  corporation  of 
a  corporation  manufacturing  controlled 
substances  is  not  required  to  obtain  a 
registration.) 

§  301.22  Separate  registration  for  in¬ 
dependent  activities. 

(a)  The  following  eight  groups  of  ac¬ 
tivities  are  deemed  to  be  independent  of 
each  other: 

(1)  Manufacturing  controlled  sub¬ 
stances; 

(2)  Distributing  controlled  substances; 

(3)  Dispensing  narcotic  and  nonnar¬ 
cotic,  and  conducting  research  with  non¬ 
narcotic,  and  conducting  instructional 
activities  with  narcotic  and  nonnarcotic, 
controlled  substances  listed  in  schedules 
II  through  V; 

(4)  Conducting  research  with  narcotic 
controlled  substances  listed  in  schedules 
n  through  V; 

(5)  Conducting  research  and  instruc¬ 
tional  activities  with  controlled  sub¬ 
stances  listed  in  schedule  I; 
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(6)  Conducting  chemical  analysis  with 
controlled  substances  listed  in  any 
schedule; 

(7)  Importing  controlled  substances; 
and 

(8)  Exporting  controlled  substances 
listed  in  schedules  I  through  IV. 

(b)  Every  person  who  engages  in  more 
than  one  group  of  independent  activi¬ 
ties  shall  obtain  a  separate  registration 
for  each  group  of  activities,  except  that 
registration  to  manufacture  or  import 
any  controlled  substance  or  basic  class 
of  substances  shall  include  authorization 
to  distribute  that  substance  or  class,  but 
no  other  substance  not  authorized  for 
manufacture  or  importation,  and  except 
that  registration  to  manufacture  any 
controlled  substance  shall  include  au¬ 
thorization  to  conduct  preclinical  re¬ 
search  with  narcotic  and  nonnarcotic 
controlled  substances  listed  in  those 
schedules  which  he  is  authorized  to 
manufacture. 

(c)  One  or  more  controlled  substances 
listed  in  schedules  II  through  V  may  be 
included  in  a  single  registration  to  en¬ 
gage  in  any  independent  activity.  Only 
one  basic  class  of  controlled  substance 
listed  in  schedule  I,  and  no  controlled 
substances  listed  in  any  other  schedule, 
may  be  included  in  a  single  registration, 
except  that  a  registration  to  conduct 
chemical  analysis  with  basic  classes  of 
controlled  substances  listed  in  schedule  I 
may  include  more  than  one  such  basic 
class  and  also  controlled  substances 
listed  in  any  other  schedule. 

§  301.23  Separate  registrations  for  sepa¬ 
rate  locations. 

(a)  A  separate  registration  is  required 
for  each  principal  place  of  business  or 
professional  practice  at  one  general  phys¬ 
ical  location  where  controlled  sub¬ 
stances  are  manufactured,  distributed, 
or  dispensed  by  a  person. 

(b)  The  following  locations  shall  be 
deemed  not  to  be  places  where  controlled 
substances  are  manufactured,  dis¬ 
tributed,  or  dispensed: 

( 1 )  A  warehouse  where  controlled  sub¬ 
stances  are  stored  by  or  on  behalf  of  a 
registered  person,  unless  such  substances 
are  distributed  directly  from  such  ware¬ 
house  to  registrants  other  than  the 
registered  person  or  to  persons  not  re¬ 
quired  to  register  by  virtue  of  subsection 
302(c)(2)  of  the  Act  (21  U.S.C.  822(c) 
(2)); 

(2)  An  office  used  by  agents  of  a  reg¬ 
istrant  where  sales  of  controlled  sub¬ 
stances  are  solicited,  made,  or  super¬ 
vised  but  which  neither  contains  such 
substances  (other  than  substances  for 
display  purposes  or  lawful  distribution  as 
samples  only)  nor  serves  as  a  distribu¬ 
tion  point  for  filing  sales  orders:  and 

(3)  An  office  used  by  a  practitioner 
(who  Is  registered  at  another  location) 
where  controlled  substances  are  pre¬ 
scribed  but  neither  administered  nor 
otherwise  dispensed  as  a  regular  part  of 
the  professional  practice  of  the  practi¬ 
tioner  at  such  office,  and  where  no  sup¬ 
plies  of  controlled  substances  are  main¬ 
tained. 
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§  301.24  Registration  of  affiliated  prar- 
titioners. 

Every  practitioner  who  dispenses  con¬ 
trolled  substances  shall  obtain  annually 
a  registration  to  so  dispense,  except  that 
a  practitioner  who  is  an  agent  or  em¬ 
ployee  of  another  practitioner  who  is  reg¬ 
istered  to  dispense  may  be  covered  by  the 
registration  for  activities  which  he  per¬ 
forms  as  such  agent  or  employee,  in  lieu 
of  being  registered  himself.  (For  example, 
a  pharmacist  employed  by  a  pharmacy 
need  not  be  registered  individually  to  dis¬ 
pense  controlled  substances  if  the  phar¬ 
macy  is  so  registered.) 

§  301.25  Exemption  of  certain  military 
and  other  personnel. 

(a)  The  requirement  of  registration  is 
waived  for  any  official  of  the  UH.  Army, 
Navy,  Air  Force,  Coast  Guard,  or  Public 
Health  Service  who  is  authorized  to  pre¬ 
scribe,  dispense,  or  administer,  but  not 
to  procure  or  purchase,  controlled  sub¬ 
stances  in  the  course  of  his  official  duties. 
Such  officials  shall  follow  procedures  set 
forth  in  Part  306  of  this  chapter  regard¬ 
ing  prescriptions,  but  shall  use  the  corps 
and  jacket  or  serial  number  of  the  issu¬ 
ing  official  in  lieu  of  the  registration 
number  required  on  prescription  forms. 

(b)  If  any  official  exempted  by  this 
section  also  engages  as  a  private  in¬ 
dividual  in  any  activity  or  group  of 
activities  for  which  registration  is  re¬ 
quired,  such  official  shall  obtain  a  reg¬ 
istration  for  such  private  activities. 

§  301.26  Exemption  of  law  enforce¬ 
ment  officials. 

(a)  The  requirement  of  registration  is 
waived  for  the  following  persons  in  the 
circumstances  described  in  this  section: 

(1)  Any  officer  or  employee  of  the 
Bureau,  any  officer  of  the  U.S.  Bureau  of 
Customs,  any  officer  or  employee  of  the 
United  States  Food  and  Drug  Admin¬ 
istration,  and  any  other  Federal  officer 
who  is  lawfully  engaged  in  the  enforce¬ 
ment  of  any  Federal  law  relating  to  con¬ 
trolled  substances,  drugs  or  customs,  and 
is  duly  authorized  to  possess  controlled 
substances  in  the  course  of  his  official 
duties:  and 

(2)  Any  officer  of  any  State,  or  any 
political  subdivision  or  agency  thereof, 
who  is  engaged  in  the  enforcement  of  any 
State  or  local  law  relating  to  controlled 
substances  and  is  duly  authorized  to  pos¬ 
sess  controlled  substances  in  the  course 
of  his  official  duties. 

(b)  Any  official  exempted  by  this  sec¬ 
tion  may,  when  acting  in  the  course  of 
his  official  duties,  possess  any  controlled 
substance  and  distribute  any  such  sub¬ 
stance  to  any  other  official  who  is  also 
exempted  by  this  section  and  acting  in 
the  course  of  his  official  duties. 

(c)  Any  official  exempted  by  this  sec¬ 
tion  may  procure  from  any  registered 
person  a  sample  of  any  controlled  sub¬ 
stances.  Such  official  shall  furnish  the 
registrant  a  receipt  for  the  sample  ob¬ 
tained.  Any  such  receipt  for  the  procure¬ 
ment  of  a  controlled  substance  listed  in 
schedule  I  or  n  shall  be  treated  by  the 
registrant  in  the  same  manner  as  an 
order  form. 
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(d)  For  purposes  of  this  section,  the 
conducting  of  chemical  analysis  with 
controlled  substances  shall  not  be 
deemed  to  be  part  of  the  enforcement  of 
any  laws  relating  to  controlled  sub¬ 
stances.  Any  official  referred  to  in  this 
section  who  desires  to  conduct  chemical 
analysis  with  controlled  substances  shall 
be  required  to  obtain  annually  a  registra¬ 
tion  for  such  activity. 

§  301.27  Exomplion  of  civil  defense 
officials. 

fa)  The  requirement  of  registration  is 
waived  for  any  official  of  a  civil  defense 
or  disaster  relief  organization  who,  in 
the  course  of  his  official  duties,  is  au¬ 
thorized  to: 

(1)  Maintain,  and  distribute  for  such 
maintenance,  controlled  substances  held 
for  emergency  use;  or 

(2)  Procure  controlled  substances  for 
the  purpose  of  maintaining  supplies  for 
emergency  use,  provided  that  all  of  such 
procurement  is  from  the  U.S.  General 
Services  Administration  and  in  accord¬ 
ance  with  the  rules  of  the  U.S.  Office  of 
Emergency  Preparedness, 

(b)  The  requirerftent  of  registration 
is  waived  for  any  official  of  a  civil  defense 
or  disaster  relief  organization  during  a 
state  of  emergency  or  disaster  within  his 
jurisdiction  proclaimed  by  the  President 
or  by  a  concurrent  resolution  of  the  Con¬ 
gress,  which  official,  in  the  course  of  his 
official  duties,  during  such  emergency  or 
disaster,  is  authorized  to: 

(1)  Dispense  controlled  substances;  or 

(2)  Procure  or  distribute  controlled 
substances,  provided  that  all  such  pro¬ 
curement  is  on  a  special  “Civil  Defense 
Emergency  Order  Form,”  as  described  in 
this  section. 

(c)  Civil  Defense  Emergency  Order 
Forms  shall  be  furnished  by  the  U.S. 
Office  of  Emergency  Preparedness  and 
will  contain  the  name  of  the  civil  defense 
or  disaster  relief  organization.  Such 
forms  may  be  used  and  are  valid  only 
dui’ing  a  state  of  emergency  or  disaster 
proclaimed  by  the  President  or  by  a  con¬ 
current  resolution  of  the  Congress  for 
the  area  in  which  the  organization  using 
such  form§  has  civil  defense  or  disaster 
relife  jurisdiction,  who  shall  state  his 
position  and  the  nature  and  legal  des¬ 
ignation  of  the  emergency  or  disaster. 
Such  forms  may  be  filed  by  any  person 
registered  under  the  Act.  The  organiza¬ 
tion  shall,  upon  the  execution  of  a  Civil 
Defense  Emergency  Order  Form,  be 
deemed  to  be  registered  under  the  Act 
for  purposes  of  recordkeeping  pursuant 
to  Part  304  of  this  chapter. 

§.301.28  Refiisiralion  regiirtling  ocoafi 
vessels. 

<  a )  Controlled  substances  may  be  held 
in  medicine  chests  and  dispensaries 
maintained  on  board  any  vessel  engaged 
in  international  trade  or  in  trade  be¬ 
tween  ocean  ports  of  the  United  States 
(including  a  merchant  vessel  belonging 
to  the  United  States)  if  such  substances 
are  purchased  by  and  stored  and  dis¬ 
pensed  under  the  supervision  of: 

(1)  The  medical  officer  of  the  owner 
of  the  vessel,  which  officer  is  (i)  Either 


(a)  A  physician  licensed  in  a  State  or 

(b)  A  retired  commissioned  medical  offi¬ 
cer  of  the  U.S.  Army,  Navy,  Air  Force, 
Coast  Guard,  or  Public  Health  Service, 
and  (ii)  Is  registered  under  the  Act;  or 

(2)  If  no  medical  officer  is  employed 
by  the  owner  of  such  vessel,  the  master 
of  the  vessel,  who  shall  not  be  registered 
under  the  Act  and  who  shall  purchase 
controlled  substances  only  with  the  ap¬ 
proval  of,  and  upon  special  order  forms 
provided  by,  a  commissioned  medical 
officer  of  the  U.S.  Public  Health  Service. 

(b)  A  medical  officer  described  in 
paragi’aph  (a)  of  this  section  shall  ob¬ 
tain  registration  at  the  location  of  the 
principal  office  of  the  owner  of  the  ves¬ 
sel.  If  he  serves  as  the  medical  officer 
for  more  than  one  owner  of  vessels,  he 
shall  obtain  a  separate  registration  at 
the  location  of  the  principal  office  of 
each  subowner.  Any  medical  officer  shall, 
in  addition  to  complying  with  all  re¬ 
quirements  and  duties  prescribed  for 
registrants  generally,  prepare  an  an¬ 
nual  report  as  of  the  date  on  which  his 
registration  expires,  which  report  shall 
give  in  detail  an  accounting  for  any  con¬ 
trolled  substances  purchased,  dispensed 
or  disposed  of  during  the  year  on  behalf 
of  each  owner  by  whom  he  is  employed. 
The  medical  officer  shall  maintain  this 
report  with  other  records  required  to  be 
kept  under  the  Act  and,  upon  request, 
deliver  a  copy  of  the  report  to  the 
Director. 

(c)  Owners  of  vessels  described  in 
in  this  section  shall  not  be  deemed  to 
possess  or  dispense  any  controlled  sub¬ 
stance  purchased,  stored  and  dispensed 
in  accordance  with  this  section. 

§  .301.29  Rogifitration  regarding  eoiii- 
mereial  aircraft. 

(a)  Controlled  substances  may  be 
held  for  stocking,  and  be  maintained 
in,  medicine  chests  and  first-aid  packets 
on  board  any  aircraft  operated  by  an 
air  carrier  under  a  certificate  or  per¬ 
mit  issued  pursuant  to  the  Federal  Avia¬ 
tion  Act  of  1958  (49  U.S.C.  1301)  if  such 
substances  are  purchased  by  and  are 
stored  and  dispensed  under  the  super¬ 
vision  of  the  medical  officer  of  the  air 
carrier,  which  officer  is  employed  by  such 
air  carrier  and  is  registered  as  a  dis¬ 
penser  under  the  Act.  Any  air  carrier 
which  has  more  than  one  principal  base 
of  operations  and  desires  to  have  a  med¬ 
ical  officer  at  each  such  base  may,  but 
is  not  required  to,  designate  more  than 
one  medical  officer. 

<b)  Any  medical  officer  described  in 
this  section  shall,  in  addition  to  com¬ 
plying  with  all  requirements  and  duties 
prescribed  for  registrants  generally, 
prepare  an  annual  report  as  of  the  date 
on  which  his  registration  expires,  which 
report  shall  give  in  detail  an  accounting 
for  any  controlled  substances  purchased, 
dispensed  or  disix>sed  of  during  the  year. 
The  medical  officer  shall  maintain  this 
report  with  other  records  required  to  be 
kept  under  the  Act  and,  upon  request, 
deliver  a  copy  of  the  report  to  the  Di¬ 
rector. 

(c)  Air  carriers  operating  aircraft 
described  in  this  section  shall  not  be 
deemed  to  possess  or  dispense  any  con¬ 


trolled  substance  purchased,  stored  and 
dispensed  in  accordance  with  this  sec¬ 
tion. 

Applications  for  Registration 

§  301.31  Time  for  application  for  regis¬ 
tration;  expiration  date. 

(a)  Any  person  who  is  required  to  be 
registered  and  who  is  not  so  registered 
may  apply  for  registration  at  any  time. 
No  person  required  to  be  registered  shall 
engage  in  any  activity  for  which  regis¬ 
tration  is  required  until  the  application 
for  registration  is  granted  and  a  certifi¬ 
cate  of  registration  is  issued  by  the  Di¬ 
rector  to  him. 

(b)  Any  person  who  is  registered  may 
apply  to  be  reregistered  not  more  than 
60  days  before  the  expiration  date  of  his 
registration. 

(c)  At  tlie  time  any  person  is  first 
registered,  he  shall  be  assigned  to  one 
of  12  groups,  which  shall  correspond 
to  the  months  of  the  year.  The  expira¬ 
tion  date  of  the  registrations  of  all  per¬ 
sons  within  any  group  will  be  the  last  day 
of  the  month  designated  for  that  group. 
In  assigning  any  person  to  a  group,  the 
Bureau  may  select  a  group  the  expira¬ 
tion  date  of  which  is  less  than  1  year 
from  the  date  such  person  was  registered. 
If  the  person  is  assigned  to  a  group  which 
has  an  expiration  date  less  than  3  months 
from  the  date  on  which  the  person  is 
registered,  the  registration  shall  not  ex¬ 
pire  until  1  year  from  that  expiration 
date;  in  all  other  cases,  the  registration 
shall  expire  on  the  expiration  date  first 
following  the  date  on  which  the  person 
is  registered. 

§  301.32  .Application  fornix;  conieiitti; 
signature. 

(a)  If  any  person  is  required  to  be 
registered,  and  is  not  so  registered  and 
is  applying  for  registration: 

( 1 )  To  manufacture  or  distribute  con¬ 
trolled  substances,  he  shall  apply  on 
BND  Form  225; 

(2)  To  dispense  narcotic  or  nonnar¬ 
cotic,  or  to  conduct  research  with  non¬ 
narcotic,  or  to  conduct  instructional 
activities  with  narcotic  or  nonnarcotic, 
controlled  substances  listed  in  schedules 
II  through  V,  he  shall  apply  on  BND 
Form  224; 

(3)  To  conduct  research  with  narcotic 
controlled  substances  listed  in  schedules 
II  through  V,  he  shall  apply  on  BND 
Form  225. 

(4)  To  conduct  research  with  a  con¬ 
trolled  substance  listed  in  schedule  I, 
he  shall  apply  on  BND  Form  225,  with 
two  copies  of  a  reseach  protocol  describ¬ 
ing  the  research  project  attached  to  the 
Form; 

(5)  To  conduct  instructional  activities 
with  a  controlled  substance  listed  in 
schedule  I,  he  shall  apply  as  a  researcher 
on  BND  Form  225  with  two  copies  of  a 
statement  describing  the  nature,  extent, 
and  duration  of  such  instructional  ac¬ 
tivities  attached  to  the  Form; 

(6)  To  conduct  chemical  analysis  with 
controlled  substances  listed  in  any  sched¬ 
ule,  he  shall  apply  on  BND  Form  225. 

(b)  If  any  person  is  registered  and  is 
applying  for  reregistration: 
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(1)  To  manufacture  or  distribute  con¬ 
trolled  substances,  he  shall  apply  on 
BND  Form  227; 

(2)  To  dispense  narcotic  or  nonnar¬ 
cotic,  or  to  conduct  research  with  non¬ 
narcotic,  or  to  conduct  instructional  ac¬ 
tivities  with  narcotic  or  nonnarcotic, 
controlled  substances  listed  in  schedules 
II  through  V,  he  shall  apply  on  BND 
Form  226; 

(3)  To  conduct  research  with  narcotic 
controlled  substances  listed  in  schedule 
II  through  V,  he  shall  apply  on  BND 
Form  227; 

(4)  To  continue  to  conduct  research 
with  a  controlled  substance  listed  in 
schedule  I  under  an  approved  research 
protocol,  he  shall  apply  on  BND  Form 
227; 

(5)  To  continue  to  conduct  instruc¬ 
tional  activities  with  controlled  sub¬ 
stance  listed  in  schedule  I  under  an  ap¬ 
proved  instructional  statement,  he  shall 
apply  as  a  researcher  on  BND,  Form 
227;  and 

(6)  To  conduct  chemical  analysis  with 
controlled  substances  listed  in  any  sched¬ 
ule,  he  shall  apply  on  BND  Form  227. 

(c)  BND  Forms  224  and  225  may  be 
obtained  at  any  regional  office  of  the 
Bureau  or  by  writing  to  the  Registra¬ 
tion  Branch,  Bureau  of  Narcotics  and 
Dangerous  Drugs,  U.S.  Department  of 
Justice,  Post  Office  Box  28083,  Central 
Station,  Washington,  D.C.  20005.  BND 
Forms  226  and  227  will  be  mailed,  as  ap¬ 
plicable,  to  each  registered  person  ap¬ 
proximately  60  days  before  the  expira¬ 
tion  date  of  his  registration;  if  any 
registered  person  does  not  receive  such 
forms  within  45  days  before  the  expira¬ 
tion  date  of  his  registration,  he  must 
promptly  give  notice  of  such  fact  and 
request  such  forms  by  writing  to  the 
Registration  Branches  of  the  Bureau  at 
the  foregoing  address. 

(d)  Each  application  for  registration 
to  handle  any  basic  class  of  controlled 
substance  listed  in  schedule  I  (except  one 
conduct  chemical  analysis  with  such 
classes) ,  and  each  application  to  manu¬ 
facture,  or  to  conduct  research  or  in¬ 
structional  activities  with,  any  con¬ 
trolled  substance  listed  in  schedule  n, 
shall  include  the  Bureau  controlled  sub¬ 
stance  code  number  for  each  substance 
to  be  covered  by  such  registration. 

(e)  Each  application  shall  include  all 
information  called  for  in  the  form,  un¬ 
less  the  item  is  not  applicable,  in  which 
case  this  fact  shall  be  indicated. 

(f)  Each  application,  attachment,  or 
other  document  filed  as  part  of  an  appli¬ 
cation,  shall  be  signed  by  the  applicant, 
if  an -individual;  by  a  partner  of  the  ap¬ 
plicant,  if  a  partnership;  or  by  an  officer 
of  the  applicant,  if  a  corporation,  associ¬ 
ation,  trust  or  other  entity. 

§  301.33  .4ppIication  to  manufacture  a 
new  narrotic  controlled  substance. 

Any  application  for  registration  to 
manufacture  a  narcotic  controlled  sub¬ 
stance  subject  to  section  505  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  355)  after  May  1,  1971,  where  the 
manufacturing  process  involves  chemical 
synthesis  (whether  from  narcotic  ma¬ 
terials  or  not)  shall  be  accompanied  by 


an  outline  of  the  process  of  synthesis  on 
BND  Form  130,  identifying  the  sub¬ 
stances  from  which  the  substance  is  to  be 
made  and  the  substances  resulting  from 
each  successive  stage  of  the  process  and 
indicating  in  each  instance  whether  the 
substance  is  isolated  and  weighed  to 
measure  or  remains  in  solution  in  a  con¬ 
tinuing  process  of  manufacture.  The  ap¬ 
plicant  need  not  disclose  any  technical 
detail  of  the  process  which  he  regards  as 
a  trade  secret  but  must  identify  each 
substance  used  in  or  resulting  from  suc¬ 
cessive  stages  of  manufacture  in  order  to 
notify  the  Bureau  of  narcotic  precursors 
and  byproducts.  BND  Form  130  will,  if 
request^  by  the  applicant,  be  treated  as 
confidential  and  subject  to  the  protec¬ 
tion  provided  in  section  402(a)  (8)  of  the 
Act  (21  U.S.C.  842(a)(8)). 

§301.34  Filing  of  application;  joint 
filings. 

(a)  All  applications  for  registration 
shall  be  submitted  for  filing  to  the  R^- 
istration  Branch,  Bureau  of  Narcotics 
and  Dangerous  Drugs,  U.S.  Department 
of  Justice,  Post  Office  Box  28083,  Central 
Station,  Washington,  DC  20005.  The  ap¬ 
propriate  registration  fee  and  any  re¬ 
quired  attachments  must  accompany  the 
application. 

(b)  Any  person  required  to  obtain 
more  than  one  registration  should  sub¬ 
mit  all  applications  in  one  package.  Each 
application  must  be  complete  and  should 
not  refer  to  any  accompanying  applica¬ 
tion  for  required  information. 

§  301.33  Acceptance  for  filing;  defec¬ 
tive  applications. 

(a)  Applications  submitted  for  filing 
are  dated  upon  receipt.  If  found  to  be 
complete,  the  application  will  be  ac¬ 
cepted  for  filing.  Applications  failing  to 
comply  with  the  requirements  of  this 
part  will  not  generally  be  accepted  for 
filing.  In  the  case  of  minor  defects  as 
to  completeness,  the  Director  may  accept 
the  application  for  filing  with  a  request 
to  the  applicant  for  additional  informa¬ 
tion.  A  defective  application  will  be  re¬ 
turned  to  the  applicant  within  10  days 
following  its  receipt  with  a  statement  of 
the  reason  for  not  accepting  the  applica¬ 
tion  for  filing.  A  defective  application 
may  be  corrected  and  resubmitted  for 
filing  at  any  time;  the  Director  shall  ac¬ 
cept  for  filing  any  application  upon  re¬ 
submission  by  the  applicant,  whether 
complete  or  not. 

(b)  Accepting  an  application  for  fil¬ 
ing  does  not  preclude  any  subsequent  re¬ 
quest  for  additional  information  pursu¬ 
ant  to  §  301.36  and  has  no  bearing  on 
whether  the  application  will  be  granted. 

§  301.36  Additional  information. 

The  Director  may  require  an  appli¬ 
cant  to  submit  such  documents  or  writ¬ 
ten  statements  of  fact  relevant  to  the 
application  as  he  deems  necessary  to 
determine  whether  the  application 
should  be  granted.  The  failure  of  the 
applicant  to  provide  such  documents  or 
statements  within  a  reasonable  time 
after  being  requested  to  do  so  shall  be 
deemed  to  be  a  waiver  by  the  applicant 
of  an  opportimity  to  present  such  docu¬ 


ments  or  facts  for  consideration  by  the 
Director  in  granting  or  denying  the 
application. 

§  301.37  Amendments  to  and  withdrawal 
of  applications. 

(a)  An  application  may  be  amended 
or  withdrawn  without  p>ermission  of  the 
Director  at  any  time  before  the  date  on 
which  the  applicant  receives  an  order  to 
show  cause  pursuant  to  §  301.48,  or  be¬ 
fore  the  date  on  which  a  notice  of  hear¬ 
ing  on  the  application  is  published  pur¬ 
suant  to  §  301.43,  whichever  is  sooner. 
An  application  may  be  amended  or  with¬ 
drawn  with  permission  of  the  Director 
at  any  time  where  good  cause  is  shown 
by  the  applicant  or  where  the  amend¬ 
ment  or  withdrawal  is  in  the  public 
interest. 

(b)  After  an  application  has  been  ac¬ 
cepted  for  filing,  the  request  by  the  ap¬ 
plicant  that  it  be  returned  or  the  failure 
of  the  applicant  to  respond  to  official 
correspondence  regarding  the  applica¬ 
tion,  when  sent  by  registered  or  certified 
mail,  return  receipt  requested,  shall  be 
deemed  to  be  a  withdrawal  of  the 
application. 

Action  on  Applications  for  Registra¬ 
tion:  Revocation  or  Suspension  of 

Registration 

§301.41  .4dministralive  review  gen¬ 
erally. 

The  Director  may  inspect,  or  cause  to 
be  inspected,  the  establishment  of  an  ap¬ 
plicant  or  registrant,  pursuant  to  Sub¬ 
part  A  of  Part  316,  of  this  chapter. 
The  director  shall  review  the  applica¬ 
tion  for  registration  and  other  informa¬ 
tion  gathered  by  the  Bureau  regarding 
an  applicant  in  order  to  determine 
whether  the  applicable  standards  of  sec¬ 
tion  303  of  the  Act  (21  U.S.C.  823)  have 
been  met  by  the  applicant. 

§  301.42  .4pplieations  for  rr»<ear(-li  in 
schedule  1  subslance.s. 

(a)  In  the  case  of  an  application  for 
registration  to  conduct  research  with 
controlled  substances  in  schedule  I,  the 
Director  shall  refer  such  application  to 
the  Secretary,  who  shall  determine  the 
qualifications  and  competency  of  the 
applicant  as  well  as  the  merits  of  the 
research  protocol.  The  Secretary,  in  de¬ 
termining  the  merits  of  a  research  pro¬ 
tocol,  shall  consult  with  the  Director  as 
to  effective  procedures  to  safeguard  ade¬ 
quately  against  diversion  of  such  con¬ 
trolled  substances  from  legitimate  med¬ 
ical  or  scientific  use.  If  the  Secretary 
finds  the  applicant  qualified  and  compe¬ 
tent  and  the  research  protocol  meritori¬ 
ous  and  adequately  safeguarded,  he  shall 
so  notify  the  Director,  and  the  Director 
shall  register  the  applicant  unless  he 
finds  registration  should  be  denied  on 
a  groimd  specified  in  section  304(a)  of 
the  Act. 

(b)  If  the  Secretary  is  unable  to  find 
the  applicant  qualified  or  the  Director 
finds  that  grounds  exist  for  the  denial 
of  the  application,  the  Director  shall  is¬ 
sue  an  order  to  show  cause  pursuant  to 
§  301.48  and,  if  requested  by  the  appli¬ 
cant,  hold  a  hearing  on  the  application 
pursuant  to  §  301.51. 
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§  301.43  Application  for  bulk  manufac¬ 
ture  of  schedule  I  and  II  substances. 

In  the  case  of  an  application  for  regis¬ 
tration  or  reregistration  to  manufacture 
in  bulk  a  basic  class  of  controlled  sub¬ 
stance  listed  in  schedule  I  or  II,  the 
Director  shall,  upon  the  filing  of  such  ap¬ 
plication,  publish  in  the  Federal  Register 
a  notice  naming  the  applicant  and  stat¬ 
ing  that  such  applicant  hao  applied  to  be 
registered  as  a  bulk  manufacturer  of  a 
basic  class  of  narcotic  or  nonnarcotic 
controlled  substance,  which  class  shall  be 
identified.  A  copy  of  said  notice  shall  be 
mailed  simultaneously  to  each  person 
registered  as  a  bulk  manufacturer  of  that 
basic  class  and  to  any  other  applicant 
therefor.  Any  such  person  may,  within 
30  days  from  the  date  of  publication  of 
the  notice  in  the  Federal  Register,  file 
with  the  Director  written  comments  on 
or  objections  to  the  issuance  of  the  pro¬ 
posed  registration,  and  may,  at  the  same 
time,  file  a  written  request  for  a  hearing 
on  the  application.  If  a  hearing  is  re¬ 
quested,  the  Director  shall  hold  a  hearing 
on  the  application  pursuant  to  §  301.51. 
Notice  of  the  hearing  shall  be  pubUshed 
in  the  Federal  Register  and  shall  be 
mailed  simultaneously  to  the  applicant 
and  to  all  persons  to  whom  notice  of  the 
application  was  mailed.  Notice  of  the 
hearing  shall  contain  a  summary  of  all 
comments  and  objections  filed  regarding 
the  application  and  shall  state  the  time 
and  place  for  the  hearing,  which  shall 
not  be  less  than  30  days  after  the  date 
of  publication  of  such  notice  in  the  Fed¬ 
eral  Register.  A  hearing  pursuant  to  this 
section  may  be  consolidated  with  a  hear¬ 
ing  held  pursuant  to  §  301.44  or  §  301.45. 

(b)  In  order  to  provide  adequate  com¬ 
petition,  the  Director  shall  not  be  re¬ 
quired  to  limit  the  number  of  manu¬ 
facturers  in  any  basic  class  to  a  number 
less  than  that  consistent  with  mainte¬ 
nance  of  effective  controls  against  diver¬ 
sion  solely  because  a  smaller  number  is 
capable  of  producing  an  adequate  and 
uninterrupted  supply. 

(c)  This  section  shall  not  apply  to  the 
manufacture  of  basic  classes  of  con¬ 
trolled  substances  listed  in  schedule  I  as 
an  incident  to  research  authorized  pur¬ 
suant  to  §  301.42. 

§.301.41  Coriifirato  of  re^i'lruliun ;  de¬ 
nial  of  rcgi.Htraliun. 

<a)  The  Director  shall  issue  a  certifi¬ 
cate  of  registration  (END  Form  223)  to 
an  applicant  if  the  issuance  of  registra¬ 
tion  or  reregistration  is  required  under 
the  applicable  provisions  of  section  303 
of  the  Act  (21  U.S.C.  823).  In  the  event 
that  the  issuance  of  registration  or  rereg¬ 
istration  is  not  required,  the  Director 
shall  deny  the  application.  Before 
denying  any  application,  the  Director, 
shall  issue  an  order  to  show  cause  pur¬ 
suant  to  §  301.48  and,  if  requested  by  the 
applicant,  shall  hold  a  hearing  on  the 
application  pursuant  to  §  301.51. 

(b)  The  certificate  of  registration 
(END  Form  223)  shall  contain  the  name, 
address,  and  registration  number  of  the 
registrant,  the  activity  authorized  by  the 
registration,  the  schedules  and/or  con¬ 
trolled  substances  which  the  registrant 


is  authorized  to  handle,  and  the  expira¬ 
tion  date  of  the  registration.  The  regis¬ 
trant  shall  prominently  display  the  cer¬ 
tificate  of  registration  at  the  registered 
location. 

§  301.43  Suspension  or  rc\cM-alion  of 
registration. 

(a)  The  Director  may  suspend  any 
registration  pursuant  to  section  304(a) 
of  the  Act  (21  U.S.C.  824(a))  for  any 
period  of  time  he  determines. 

(b)  The  Director  may  revoke  any 
registration  pursuant  to  section  304(a) 
of  the  Act  (21  U.S.C.  824(a)). 

(c)  Before  revoking  or  suspending  any 
registration,  the  Director  shall  issue  an 
order  to  show  cause  pursuant  to  §  301.48 
and,  if  requested  by  the  registrant,  shall 
hold  a  hearing  pursuant  to  §  301.51.  Not¬ 
withstanding  the  requirements  of  this 
section,  however,  the  Director  may  sus¬ 
pend  any  registration  pending  a  final 
order  pursuant  to  §  301.46. 

(d)  Upon  service  of  the  order  of  the 
Director  suspending  or  revoking  registra¬ 
tion,  the  registrant  shall  immediately 
deliver  his  certificate  of  registration  and 
any  order  forms  in  his  possession  to  the 
nearest  office  of  the  Bureau.  The  sus¬ 
pension  or  revocation  of  a  registration 
shall  suspend  or  revoke  any  quota  fixed 
for  the  registrant  pursuant  to  21  CFR 
Part  303.  Also,  upon  service  of  the  order 
of  the  Director  revoking  registration,  the 
registrant  shall,  as  instructed  by  the 
Director, 

(1)  Deliver  all  controlled  substances 
in  his  possession  to  the  nearest  office  of 
the  Bureau  or  to  authorized  agents  of 
the  Bureau;  or 

(2)  Place  all  controlled  substances  in 
his  possession  under  seal  as  described  in 
section  304(f)  of  the  Act  (21  U.S.C. 
824(f)). 

(e)  In  the  event  that  revocation  or 
suspension  is  limited  to  a  particular  con¬ 
trolled  substance  or  substances,  the 
registrant  shall  be  given  a  new  certificate 
of  registration  for  all  substances  not 
affected  by  such  revocation  or  suspen¬ 
sion.  The  registrant  shall  deliver  the  old 
certificate  of  registration  and,  if  appro¬ 
priate,  any  order  forms  in  his  possession 
to  the  nearest  office  of  the  Bureau.  Also, 
the  registrant  shall,  as  instructed  by  the 
Director, 

( 1 )  Deliver  to  the  nearest  office  of  the 
Bureau  or  to  authorized  agents  of  the 
Bureau  all  of  the  particular  controlled 
substance  or  substances  affected  by  the 
revocation  or  suspension  which  are  in  his 
possession:  or 

(2)  Place  all  of  such  substances  under 
seal  as  described  in  section  304(f)  of  the 
Act  (21  U.S.C.  824(f)). 

§301.46  Suspension  of  regisiralion 
pending  finul  order. 

(a)  The  Director  may  suspend  any 
registration  simultaneously  with  or  at 
any  time  subsequent  to  the  service  upon 
the  registrant  of  an  order  to  show  cause 
why  such  registration  should  not  be  re¬ 
voked  or  suspended,  in  any  case  where 
he  finds  that  there  is  an  imminent  dan¬ 
ger  to  the  public  health  or  safety.  If  the 
Director  so  suspends,  he  shall  serve  with 


the  order  to  show  cause  pursuant  to 
§  301.48  an  order  of  immediate  suspen¬ 
sion  which  shall  contain  a  statenjent  of 
his  findings  regarding  the  danger  to  pub¬ 
lic  health  or  safety. 

(b)  Upon  service  of  the  order  of  im¬ 
mediate  suspension,  the  registrant  shall 
promptly  return  his  certificate  of  regis¬ 
tration  and  any  order  forms  in  his 
possession  to  the  nearest  office  of  the 
Bureau.  The  suspension  of  any  registra¬ 
tion  imder  this  section  shall  suspend  any 
quota  fixed  for  the  registrant  pursuant 
to  21  CFR  Part  303.  Also,  upon  service  of 
the  order  of  the  Director  immediately 
suspending  registration,  the  registrant 
shall,  as  instructed  by  the  Director, 

(1)  Deliver  all  affected  controlled  sub¬ 
stances  in  his  possession  to  the  nearest 
office  of  the  Bureau  or  to  authorized 
agents  of  the  Bureau:  or 

(2)  Place  all  of  such  substances  under 
seal  as  described  in  section  304(f)  of  the 
Act  (21  U.S.C.  824(f)). 

(c)  Any  suspension  shall  continue  in 
effect  until  the  conclusion  of  all  proceed¬ 
ings  upon  the  revocation  or  suspension, 
including  any  judicial  review  thereof, 
unless  sooner  withdrawn  by  the  Director 
or  dissolved  by  a  court  of  competent 
jurisdiction.  Any  registrant  whose  regis¬ 
tration  is  suspended  under  this  section 
may  request  a  hearing  on  the  revocation 
or  suspension  of  his  registration  at  a 
time  earlier  than  sijecified  in  the  order 
to  show  cause  pursuant  to  §  301.48,  which 
request  shall  be  granted  by  the  Director, 
who  shall  fix  a  date  for  such  hearing 
as  early  as  reasonably  possible. 

§  301.47  Exlension  of  rogisiration  pend¬ 
ing  final  order. 

In  the  event  that  an  applicant  for 
reregistration  (who  is  doing  business  im¬ 
der  a  registration  previously  granted  and 
not  revoked  or  suspended)  has  applied 
for  reregistration  at  least  45  days  before 
the  date  on  which  the  existing  registra¬ 
tion  is  due  to  expire,  and  the  Director  has 
issued  no  order  on  the  application  on  the 
date  on  which  the  existing  registration  is 
due  to  expire,  the  existing  registration  of 
the  applicant  shall  automatically  be  ex¬ 
tended  and  continue  in  effect  until  the 
date  on  which  the  Director  so  issues  his 
order.  The  Director  may  extend  any' 
other  existing  registration  under  the  cir¬ 
cumstances  contemplated  in  this  section 
even  though  the  registrant  failed  to  apply 
for  reregistration  at  least  45  days  before 
expiration  of  the  existing  registration, 
with  or  without  request  by  the  registrant, 
if  the  Director  finds  that  such  extension 
is  not  inconsistent  with  the  public  health 
and  safety. 

§  ,301.18  Ordi-r  to  show  cause. 

(a)  If,  upon  examination  of  the  ap¬ 
plication  for  registration  from  any  appli¬ 
cant  and  other  information  gathered  by 
the  Bureau  regarding  the  applicant,  the 
Director  is  unable  to  make  the  deter¬ 
minations  required  by  the  applicable 
provisions  of  section  303  of  the  Act  (21 
U.S.C.  823)  to  register  the  applicant,  the 
Director  ^hall  serve  upon  the  applicant 
an  order  to  show  cause  why  the  registra¬ 
tion  should  not  be  denied. 
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(b)  If,  upon  information  gathered  by 
the  Bureau  regarding  any  registrant,  the 
Director  determines  that  the  registra¬ 
tion  of  such  registrant  is  subject  to  sus¬ 
pension  or  revocation  pursuant  to  sec¬ 
tion  304  of  the  Act  (21  U.S.C.  824),  the 
Director  shall  serve  upon  the  registrant 
an  order  to  show  cause  why  the  registra¬ 
tion  should  not  be  revoked  or  suspended. 

(c)  The  order  to  show  cause  shall  call 
upon  the  applicant  or  registrant  to  ap¬ 
pear  before  the  Director  at  a  time  and 
place  stated  in  the  order,  which  shall 
not  be  less  than  30  days  after  the  date 
of  receipt  of  the  order.  The  order  to  show 
cause  shall  also  contain  a  statement  of 
the  legal  basis  for  such  hearing  and  for 
the  denial,  revocation,  or  suspension  of 
registration  and  a  summary  of  the  mat¬ 
ters  of  fact  and  law  asserted. 

(d)  Upon  receipt  of  an  order  to  show 
cause,  the  applicant  or  registrant  must, 
if  he  desires  a  hearing,  file  a  request  for 
a  hearing  pursuant  to  §  301.55.  If  a  hear¬ 
ing  is  requested,  the  Director  shall  hold 
a  hearing  at  the  time  and  place  stated 
in  the  order,  pursuant  to  §  301.51. 

(e)  When  authorized  by  the  Director, 
any  agent  of  the  Bureau  may  serve  the 
order  to  show  cause. 

Hearings 

§301.51  Hearings  generally. 

(a)  In  any  case  where  the  Director 
shall  hold  a  hearing  on  any  registration 
or  application  therefor,  the  procedures 
for  such  hearing  shall  be  governed  gen¬ 
erally  by  the  adjudication  procedures  set 
out  in  the  Administrative  Procedure  Act 
(5  U.S.C.  551-559)  and  specifically  by 
sections  303  and  304  of  the  Act  (21  U.S.C. 
823-824)  and  §§  301.52-301.73. 

(b)  Any  hearing  under  this  part  shall 
be  independent  of,  and  not  in  lieu  of, 
criminal  prosecutions  or  other  proceed¬ 
ings  under  the  Act  or  any  other  law  of 
the  United  States. 

§  301.52  Purpose  of  Iioaring. 

If  requested  by  a  person  entitled  to  a 
hearing,  the  Director  shall  hold  a  hear¬ 
ing  for  the  purpose  of  receiving  factual 
evidence  regarding  the  issues  involved 
in  the  denial,  revocation,  or  suspension 
of  any  registration,  and  the  granting  of 
any  application  for  registration  to  manu¬ 
facture  in  bulk  a  basic  class  of  controlled 
substance  listed  in  schedule  I  or  II.  Ex¬ 
tensive  argument  should  not  be  offered 
into  evidence  but  rather  presented  in 
opening  or  closing  statements  of  counsel 
or  in  memoranda  or  proposed  findings 
of  fact  and  conclusions  of  law. 

§  301. .5.3  Waiver  or  niodilieailoii  of 
rules. 

The  Director  or  the  presiding  officer 
(with  respect  to  matters  pending  before 
him)  may  modify  or  waive  any  rule  in 
this  part  by  notice  in  advance  of  the 
hearing,  if  he  determines  that  no  party 
in  the  hearing  will  be  unduly  prejudiced 
and  the  ends  of  justice  will  thereby  be 
served.  Such  notice  of  modification  or 
waiver  shall  be  made  a  part  of  the  record 
of  the  hearing. 


§301.54  Filings ;  address;  hours. 

Documents  required  or  permitted  to  be 
filed  in,  and  correspondence  relating  to, 
hearings  governed  by  the  regulations  in 
this  part  ;:.hall  be  filed  with  the  Hearing 
Clerk,  Bureau  of  Narcotics  and  Danger¬ 
ous  Drugs,  U.S.  Department  of  Justice, 
Washington,  D.C.  20537.  This  office  is 
open  Monday  through  Friday  from  9  a.m. 
to  5:30  p.m.  eastern  standard  or  daylight 
saving  time,  whichever  is  effective  in  the 
District  of  Columbia  at  the  time,  except 
on  national  legal  holidays.  Documents 
shall  be  dated  and  deemed  filed  upon 
receipt  by  the  Hearing  Clerk. 

§  301.55  Request  for  hearing  or  appear¬ 
ance;  waiver. 

(a)  Any  person  entitled  to  and  desir¬ 
ing  a  hearing  .pursuant  to  §§  301.42- 
301.45  shall,  within  30  days  after  the  date 
of  receipt  of  the  order  to  show  cause 
(or  the  date  of  publication  of  notice  of 
the  application  for  registration  in  the 
Federal  Register  in  the  case  of  §  301.43) , 
file  with  the  Director  a  written  request 
for  a  hearing. 

(b)  Any  person  entitled  to  and  desir¬ 
ing  to  participate  in  a  hearing  pursuant 
to  §  301.43  shall,  within  30  days  of  the 
date  of  publication  of  notice  of  the  hear¬ 
ing  in  the  Federal  Register,  file  with  the 
Director  a  written  notice  of  his  intention 
to  participate  in  such  hearing. 

(c)  Any  persons  entitled  to  a  hear¬ 
ing  or  to  participate  in  a  hearing  pur¬ 
suant  to  §§  301.42-301.45  may,  within 
the  period  permitted  for  filing  a  request 
for  a  hearing  or  a  notice  of  appearance, 
file  with  the  Director  a  waiver  of  an  op¬ 
portunity  for  a  hearing  or  to  participate 
in  a  hearing,  together  with  a  written 
statement  regarding  his  position  on  the 
matters  of  fact  and  law  involved  in  such 
hearing.  Such  statement,  if  admissible, 
shall  be  made  a  part  of  the  record  and 
shall  be  considered  in  light  of  the  lack 
of  opportunity  for  cross-examination  in 
determining  the  weight  to  be  attached 
to  matters  of  fact  asserted  therein. 

(d)  If  any  person  entitled  to  a  hear¬ 
ing  or  to  participate  in  a  hearing  pur¬ 
suant  to  §§  301.42-301.45  fails  to  file  a 
request  for  a  hearing  or  a  notice  of 
appearance,  or  if  he  so  files  and  fails  to 
appear  at  the  hearing,  he  shall  be 
deemed  to  have  waived  his  opportunity 
for  the  hearing  or  to  participate  in  the 
hearing,  unless  he  shows  good  cause  for 
such  failure. 

(e)  If  all  persons  entitled  to  a  hear¬ 
ing  or  to  participate  in  a  hearing  waive 
or  are  deemed  to  waive  their  opportunity 
for  the  hearing  or  to  participate  in  the 
hearing,  the  Director  may  cancel  the 
hearing,  if  scheduled,  and  issue  his  final 
order  pursuant  to  §  301.72  without  a 
hearing. 

§  301.56  Appearance;  repreKeiilution ; 
aiitliurizalion. 

(a)  Any  applicant  or  registrant  may 
appear  in  person  or  by  a  representative 
in  a  hearing  on  his  registration  or  ap¬ 
plication  and  may  be  heard  with  respect 
to  matters  relevant  to  the  issues  under 
consideration.  In  the  case  of  any  appli¬ 
cation  for  registration  to  manufacture 


in  bulk  a  basic  class  of  any  controlled 
substance  listed  in  schedule  I  or  II,  any 
persons  registered  as  a  bulk  manufac¬ 
turer  of  that  basic  class  and  any  other 
applicant  therefor  may  appear  in  person 
or  by  a  representative  in  a  hearing  on 
the  application  and  may  be  heard  with 
respect  to  matters  relevant  to  the  issues 
under  consideration. 

(b)  A  representative  must  be  either  an 
employee  of  the  applicant  or  registrant  or 
an  attorney  at  law  who  is  a  member  of 
the  bar  in  good  standing  of  any  State 
and  admitted  to  practice  before  the  high¬ 
est  court  of  that  jurisdiction.  Any  repre¬ 
sentative  may  be  required  by  the  Di¬ 
rector  or  the  presiding  officer  to  present 
a  notarized  power  of  attorney  showing 
his  authority  to  act  in  such  representa¬ 
tive  capacity  and/or  an  affidavit  or  c?r- 
tificate  of  admission  to  practice. 

§  301.57  Burden  of  proof. 

(a)  At  any  hearing  on  an  application 
to  manufacture  any  controlled  substance 
listed  in  schedule  I  or  II,  the  applicant 
shall  have  the  burden  of  proving  that  tlie 
requirements  for  such  registration  pur¬ 
suant  to  section  303(a)  of  the  Act  <21 
U.S.C.  823(a))  are  satisfied.  Any  other 
person  participating  in  the  hearing  pur¬ 
suant  to  §  301.43  shall  have  the  burden 
of  proving  any  propositions  of  fact  or 
law  asserted  by  him  in  the  hearing. 

(b)  At  any  other  hearing  for  the 
denial  of  a  registration,  the  Bureau  shall 
have  the  burden  of  proving  that  the  re¬ 
quirements  for  such  registration  pursu¬ 
ant  to  section  303  of  the  Act  (21  U.S.C. 
823)  are  not  satisfied. 

(c)  At  any  hearing  for  the  revocation 
or  suspension  of  a  registration,  the  Bu¬ 
reau  shall  have  the  burden  of  proving 
that  the  requirements  for  such  revoca¬ 
tion  or  suspension  to  section  304(a)  of 
the  Act  (21  U.S.C.  824(a))  are  satisfied. 

§301.58  Presiding  ofTicer. 

A  presiding  officer,  designated  by  the 
Director,  shall  preside  over  all  hearings. 
The  functions  of  the  presiding  officer 
shall  commence  upon  his  designation  and 
terminate  upon  the  certification  of  the 
record  to  the  Director.  The  presiding  of¬ 
ficer  shall  have  the  duty  to  conduct  a 
fair  hearing,  to  take  all  necessary  action 
to  avoid  delay,  and  to  maintain  order. 
He  shall  have  all  powers  necessary  to 
these  ends,  including  (but  not  limited  to) 
the  power  to: 

(a)  Arrange  and  change  the  date, 
time,  and  place  of  hearings  (other  than 
the  time  and  place  prescribed  in  §  301.60) 
and  prehearing  conferences  and  issue 
notice  thereof. 

(b)  Hold  conferences  to  settle,  sim¬ 
plify,  or  determine  the  issues  in  a  hear¬ 
ing,  or  to  consider  other  matters  that 
may  aid  in  the  expeditious  disposition  of 
the  hearing. 

(c)  Require  parties  to  state  their  posi¬ 
tion  in  writing  with  respect  to  the  vari¬ 
ous  issues  in  the  hearing  and  to  exchange 
such  statements  with  all  other  parties. 

(d)  Examine  witnesses  and  direct  wit¬ 
nesses  to  testify. 

(e)  Receive,  rule  on,  exclude,  or  limit 
evidence. 
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(f)  Rule  on  procedural  items  pending 
before  him. 

(g)  Take  any  action  permitted  to  the 
presiding  officer  as  authorized  by  this 
Part  or  by  the  provisions  of  the  Admin¬ 
istrative  Procedure  Act  (5  U.S.C.  551- 
559). 

§301. .>9  Conduct  of  hearing  and  par- 

I  ion:  ox  parie  coinniiinicalion.s. 

(a)  Hearings  shall  be  conducted  in 
an  informal  but  orderly  manner  in  ac¬ 
cordance  with  law  and  the  directions  of 
the  presiding  officer. 

(b)  Participants  in  any  hearing  and 
their  representatives,  whether  or  not 
members  of  the  bar,  shall  conduct  them¬ 
selves  in  accordance  with  judicial  stand¬ 
ards  of  practice  and  ethics  and  the  di¬ 
rections  of  the  presiding  officer.  Refusal 
to  comply  with  this  section  shall  consti¬ 
tute  grounds  for  immediate  exclusion 
from  any  hearing. 

(c)  If  any  official  of  the  Bureau  is 
contacted  by  any  individual  in  private  or 
public  life  concerning  any  matter  which 
is  the  subject  of  any  hearing,  at  any  time 
after  the  date  on  which  the  applicant  re¬ 
ceives  an  order  to  show  cause  pursuant  to 
§  301.48,  or  the  date  on  which  a  notice 
of  hearing  on  the  application  is  published 
pursuant  to  §  301.43  (whichever  is 
sooner),  the  official  who  is  contacted 
shall  prepare  a  memorandum  setting 
forth  the  substance  of  the  conversation 
and  shall  file  this  memorandum  in  the 
appropriate  public  docket  file.  The  pre¬ 
siding  officer  and  employees  of  the 
Bureau  shall  comply  with  the  require¬ 
ments  of  5  U.S.C.  554(d)  regarding  ex 
parte  communications  and  participation 
in  any  hearing. 

§  301.60  Tiiitc  and  pluro  of  hearing. 

The  hearing  will  commence  at  the 
place  and  time  designated  in  the  order  to 
show  cause  or  notice  of  hearing  published 
in  the  Federal  Register  (unless  ex¬ 
pedited  pursuant  to  §  301.46(c) )  but 
thereafter  it  may  be  moved  to  a  different 
place  and  may  be  continued  from  day  to 
day  or  recessed  to  a  later  day  without 
notice  other  than  announcement  thereof 
by  the  presiding  officer  at  the  hearing. 

§  301.61  Prehearing  conference. 

The  presiding  officer  on  his  own 
motion,  or  on  the  motion  of  any  party 
for  good  cause  showm,  may  direct  all 
parties  to  appear  at  a  specified  time  and 
place  for  a  conference  for: 

(a)  The  simplification  of  the  issues. 

(b)  The  possibility  of  obtaining 
stipulations,  admission  of  facts,  and 
documents. 

(c)  The  possibility  of  limiting  the 
number  of  expert  witnesses. 

(d)  The  identification,  and  if  practica¬ 
ble,  the  scheduling  of  all  witnesses  to 
be  called. 

(e)  The  advance  submission  at  the 
prehearing  conference  of  all  documen¬ 
tary  evidence  and  affidavits  to  be  marked 
for  identification. 

(f)  Such  other  matters  as  may  aid  in 
the  expeditious  disposition  of  the 
hearing. 


§  301.62  Prehearing  ruling. 

The  presiding  officer  may  have  the 
prehearing  conference  report  verbatim 
and  shall  make  a  ruling  reciting  the 
action  taken  at  the  conference,  the 
agreements  made  by  the  parties,  the 
schedule  of  witnesses,  and  a  statement 
of  the  issues  for  hearing.  Such  ruling 
shall  control  the  subsequent  course  of 
the  hearing  unless  modified  by  a  subse¬ 
quent  ruling. 

§  301.6.3  Suhmis>iion  of  docuiiientury 

evidence  and  aflidavits  and  identifi- 

cation  of  witnesses  suhsequent  to 

prehearing  conference. 

All  documentary  evidence  and  affi¬ 
davits  not  submitted  and  all  witnesses 
not  identified  at  the  prehearing  con¬ 
ference  shall  be  submitted  or  identified 
to  the  presiding  officer  as  soon  as  possi¬ 
ble,  with  a  showing  that  the  offering 
party  had  good  cause  for  failing  to  so 
submit  or  identify  at  the  prehearing  con¬ 
ference.  If  the  presiding  officer  deter¬ 
mines  that  good  cause  does  exist,  the 
documents  or  affidavits  shall  be  sub¬ 
mitted  or  witnesses  identified  to  all 
parties  sufficiently  in  advance  of  the 
offer  of  such  documents  or  affidavits  or 
witnesses  at  the  hearing  to  avoid  prej¬ 
udice  or  surprise  to  the  other  parties.  If 
the  presiding  officer  determines  that  good 
cause  does  not  exist,  he  may  refuse  to 
admit  as  evidence  such  documents  or 
affidavits  or  the  testimony  of  such 
witnesses. 

§301.64  Siininiury  of  tesiiiuony;  ufli- 

duvits. 

(a)  The  presiding  officer  may  direct 
that  summaries  of  the  direct  testimony 
of  witnesses  be  prepared  in  writing  and 
served  on  all  parties  in  advance  of  the 
hearing.  Witnesses  will  not  be  permitted 
to  read  summaries  of  their  testimony  into 
the  record  and  all  witnesses  shall  be 
available  for  cross-examination.  Each 
witness  shall,  before  proceeding  to  tes¬ 
tify,  be  sworn  or  make  affirmation. 

(b)  Affidavits  submitted  at  the  pre- 
hearing  conference  or  pursuant  to 
§  301.63  with  good  cause  may  be 
examined  by  all  parties  and  opposing 
affidavits  may  be  submitted  to  the  pre¬ 
siding  officer  within  a  period  of  time 
fixed  by  him.  Affidavits  admitted  into 
evidence  shall  be  considered  in  light  of 
the  lack  of  opportunity  for  cross-exami¬ 
nation  in  determining  the  weight  to  be 
attached  to  statements  made  therein. 

§  301.6.3  Submission  and  rweipt  of 
evidence. 

(a)  The  presiding  officer  shall  admit 
only  evidence  that  is  competent,  relevant 
material  and  not  tmduly  repetitious. 

(b)  Opinion  testimony  shall  be  ad¬ 
mitted  when  the  presiding  officer  is  satis¬ 
fied  that  the  witness  is  properly  qualified. 

(c)  The  authenticity  of  all  documents 
submitted  in  advance  shall  be  deemed 
admitted  unless  written  objection  thereto 
is  filed  with  the  presiding  officer,  except 
that  a  party  will  be  i>ermitted  to  chal¬ 
lenge  such  authenticity  at  a  later  time 
upon  a  showing  of  good  cause  for  failure 
to  have  filed  such  written  objection. 


(d)  Samples,  if  otherwise  admissible 
into  evidence,  may  be  displayed  at  the 
hearing  and  may  be  described  for  pur¬ 
poses  of  the  record,  or  may  be  admitted 
in  evidence  as  exhibits. 

(e)  Where  official  notice  is  taken  or 
is  to  be  taken  of  a  material  fact  not 
appearing  in  the  evidence  of  record,  any 
party,  on  timely  request,  shall  be  af¬ 
forded  opportunity  to  controvert  such 
fact. 

(f)  The  presiding  officer  shall  file  as 
exhibits  copies  of  the  following  docu¬ 
ments: 

(1)  The  order  to  show  cause  issued 
pursuant  to  §  301.48  or  notice  of  hearing 
published  pursuant  to  §  301.43; 

(2)  Any  notice  of  w'aiver  or  modifica¬ 
tion  of  rules  made  pursuant  to  §  301.53; 

(3)  Any  waiver  of  hearing  (together 
with  any  statement  filed  therewith)  filed 
pursuant  to  §  301.55; 

(4)  The  prehearing  ruling,  if  any, 
made  pursuant  to  §  301.62;  and 

(5)  Any  other  document  necessary  to 
show  the  basis  for  the  hearing. 

§  301.66  Objections;  offer  of  proof. 

If  any  party  in  the  hearing  objects  to 
the  admission  or  rejection  of  any  evi¬ 
dence  or  to  other  limitation  of  the  scope 
of  any  examination  or  cross-examina¬ 
tion,  he  shall  state  briefly  the  groxmds 
for  such  objection  without  extended  ar¬ 
gument  or  debate  thereon  except  as  per¬ 
mitted  by  the  presiding  officer,  A  ruling 
of  the  presiding  officer  on  any  such  ob¬ 
jection  shall  be  a  part  of  the  transcript, 
together  with  such  offer  of  proof  as  has 
been  made  if  a  proper  foundation  has 
been  laid  for  its  admission.  An  offer  of 
proof  made  in  connection  with  an  objec¬ 
tion  taken  to  any  ruling  of  the  presiding 
officer  rejecting  or  excluding  proffered 
oral  testimony  shall  consist  of  a  state¬ 
ment  of  the  substance  of  the  evidence 
which  the  party  contends  would  be  ad¬ 
duced  by  such  testimony;  and,  if  the  ex¬ 
cluded  evidence  consists  of  evidence  in 
documentary  or  written  form  a  copy  of 
such  evidence  shali  be  marked  for  identi¬ 
fication  and  shall  accompany  the  records 
as  the  offer  of  proof. 

§  301.67  Exceptions  to  rulings. 

Exceptions  to  rulings  of  the  presiding 
officer  are  unnecessary.  It  is  sufficient 
that  a  party,  at  the  time  the  ruling  of 
the  presiding  officer  is  sought,  makes 
known  the  action  that  he  desires  the 
presiding  officer  to  take,  or  his  objec¬ 
tion  to  an  action  taken,  and  his  grotmds 
therefor. 

§  301.68  Appeal  from  ruling  of  prosid* 
ing  officer. 

Rulings  of  the  presiding  officer  may 
not  be  appealed  to  the  Director  prior  to 
his  consideration  of  the  entire  hearing, 
except  with  the  consent  of  the  presiding 
officer  and  where  he  certifies  on  the  rec¬ 
ord  or  in  writing  that  the  allowance  of 
an  interlocutory  appeal  is  clearly  neces¬ 
sary  to  prevent  exceptional  delay,  ex¬ 
pense,  or  prejudice  to  any  party  or  sub¬ 
stantial  detriment  to  the  public  interest. 
If  an  appeal  is  allowed,  any  party  in  the 
hearing  may  file  a  brief  in  quintuplicate 
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with  the  Director  within  such  period 
that  the  presiding  officer  directs.  No  oral 
argument  will  be  heard  unless  the  Di¬ 
rector  directs  otherwise. 

§  301.69  Official  transcript;  index;  cor¬ 
rections. 

(a)  Testimony  given  at  a  hearing  shall 
be  reported  verbatim.  The  Bureau  will 
make  provision  for  a  stenographic  record 
of  the  testimony  and  for  such  copies  of 
the  transcript  thereof  as  it  requires  for 
its  own  purpose.  Any  person  desiring  a 
copy  of  the  transcript  of  the  testimony 
and  exhibits  taken  at  the  hearing  or  of 
any  part  thereof  (except  such  materials 
as  are  described  in  §  301.04(b) )  shall  be 
entitled  to  the  same  upon  application  to 
the  Hearing  Clerk  of  the  Bureau  and 
upon  payment  of  the  costs  thereof. 

(b)  At  the  close  of  the  hearing,  the 
presiding  officer  shall  afford  the  parties 
and  witnesses  time  (not  longer  than  30 
days,  except  in  imusual  cases)  in  which 
to  submit  written  proposed  corrections 
of  the  transcript,  pointing  out  errors 
that  may  have  been  made  in  transcrib¬ 
ing  the  testimony.  The  presiding  officer 
shall  promptly  thereafter  order  such 
corrections  made  as  in  his  judgment  are 
required  to  make  the  transcript  conform 
to  the  testimony. 

§  301.70  Proposed  findings  of  faet  and 
conclusions  of  law. 

Any  party  in  the  hearing  may  file  in 
quintuplicate  proposed  findings  of  fact 
and  conclusions  of  law  within  the  time 
fixed  by  the  presiding  officer.  Any  party 
so  filing  shall  serve  one  copy  of  his  pro¬ 
posed  findings  and  conclusion  upon  each 
other  party  in  the  hearing.  The  party 
shall  include  a  statement  of  supporting 
reasons  for  the  proposed  findings  and 
conclusions,  together  with  evidence  of 
record  (including  specific  and  complete 
citations  of  the  pages  of  the  transcript 
and  exhibits)  and  citations  of  authori¬ 
ties  relied  upon. 

§  301.71  Report  and  record. 

As  soon  as  practicable  after  the  time 
for  the  parties  to  file  proposed  findings 
of  fact  and  conclusions  of  law  has  ex¬ 
pired,  the  presiding  officer  shall  prepare 
a  report  containing  the  following: 

(a)  His  recommended  rulings  on  the 
proposed  findings  of  fact  and  conclu¬ 
sions  of  law. 

(b)  His  recommended  findings  of  fact 
and  conclusions  of  law,  with  the  reasons 
therefor. 

(c)  His  recommended  decision. 

The  presiding  officer  shall  certify  to 
the  Director  the  record,  which  shall  con¬ 
tain  the  transcript  of  testimony,  exhibits, 
the  findings  of  fact  and  conclusions  of 
law  proposed  by  the  parties,  and  his  re¬ 
port.  Upon  receipt  of  the  certified  record, 
the  Director  shall  serve  one  copy  of  the 
report  of  the  presiding  officer  upon  each 
party  in  the  hearing. 

§301.72  Final  order. 

As  soon  as  practicable  after  the  presid¬ 
ing  officer  has  certified  the  record  to  the 
Director,  the  Director  shall  issue  his 
order  on  the  granting,  denial,  revocation, 


or  suspension  of  registration.  In  the 
event  that  an  application  for  registra¬ 
tion  to  manufactme  in  bulk  a  basic  class 
of  any  controlled  substance  listed  in 
schedule  I  or  n  is  granted,  or  any  ap¬ 
plication  for  registration  is  denied,  or 
any  registration  is  revoked  or  suspended, 
the  order  shall  include  the  findings  of 
fact  and  conclusions  of  law  upon  which 
the  order  is  based.  The  order  shall 
specify  the  date  on  which  it  shall  take 
effect.  The  Director  shall  serve  one  copy 
of  his  order  upon  each  party  in  the 
hearing. 

§  301.73  Copies  of  petitions  for  judicial 

review. 

Copies  of  petitions  for  judicial  review, 
filed  pursuant  to  section  507  of  the  Act 
(21  U.S.C.  877)  shall  be  delivered  to  and 
served  upon  the  Director  in  quintuplicate. 
The  Director  shall  certify  the  record  of 
the  hearing  and  shall  file  the  certified 
record  in  the  appropriate  U.S.  Court  of 
Appeals. 

Modification,  Transfer  and  Termination 

OF  Registration 

§  301.81  Modification  in  registration. 

Any  registrant  may  apply  to  modify  his 
registration  to  authorize  the  handling  of 
additional  controlled  substances  by  filing 
an  application  and  paying  the  appro¬ 
priate  fee  in  the  same  manner  as  an  ap¬ 
plication  for  new  registration. 

§  301.82  Termination  of  registration. 

The  registration  of  any  person  shall 
terminate  if  and  when  such  person  dies, 
ceases  legal  existence,  discontinues  busi¬ 
ness  or  professional  practice,  or  changes 
his  name  or  address  as  shown  on  the 
certificate  of  registration.  Any  registrant 
who  ceases  legal  existence,  discontinues 
business  or  professional  practice,  or 
changes  his  name  or  address  as  shown 
on  the  certificate  of  registration  shall 
notify  the  Director  promptly  of  such 
fact.  In  the  event  of  a  change  in  name 
or  address,  the  person  may  apply  for  a 
new  registration  in  advance  of  the  effec¬ 
tive  date  of  such  change. 

§301.83  Transfer  of  regisiralion. 

No  registration  or  any  authority  con¬ 
ferred  thereby  shall  be  assigned  or  other¬ 
wise  transferred  except  upon  such  con¬ 
ditions  as  the  Director  may  specifically 
designate  and  then  only  pursuant  to  his 
written  consent. 

Security  Controls 
§  301.91  Purpose. 

(a)  All  registrants  shall  provide  se¬ 
curity  controls  to  guard  against  theft 
and  diversion  of  controlled  substances. 
The  security  controls  shall  be  commen¬ 
surate  with  the  quantity  of  controlled 
substances  in  the  possession  of  the  regis¬ 
trant  in  normal  business  operations.  Any 
substantial  increase  in  the  quantity  of 
controlled  substances  in  the  possession 
of  the  registrant  shall  require  a  com¬ 
mensurate  increase  in  security  controls. 

(b)  All  registrants  who  receive  or  ship 
substantial  quantities  of  controlled  sub¬ 
stances  in  normal  business  operations 


shall  employ  safeguards  necessary  to 
guard  against  intransit  losses. 

(c)  The  following  regulations  are  in¬ 
tended  as  standards  for  the  construc¬ 
tion  and  maintenance  of  security  facili¬ 
ties  and  areas  used  in  processing  and 
storing  controlled  substances.  Substantial 
compliance  with  these  standards  may  be 
deemed  sufficient  by  the  Bureau  after 
evaluation  of  the  overall  security  con¬ 
trols. 

(d)  The  security  controls  of  persons 
presently  registered  under  the  Harrison 
Narcotic  Act  shall  be  deemed  in  com¬ 
pliance  with  the  following  security  regu¬ 
lations,  provided  that  the  Bureau  has 
previously  approved  them.  All  such  regis¬ 
tered  persons  shall  so  notify  the  Bureau 
before  May  1,  1971,  indicating  that  prior 
Bureau  approval  was  given  and  describ¬ 
ing  the  security  controls,  except  where 
such  description  is  on  file  with  the 
Bureau,  in  which  case  reference  to  that 
fact  will  suffice. 

(e)  Construction  of  any  new  facilities 
and/or  areas  used  in  processing  and/or 
storing  controlled  substances  by  persons 
included  within  paragraph  (d)  of  this 
section  must  comply  with  the  following 
security  regulations. 

§  301.92  Manufaclurers,  ilisiriliiilors, 

importers  and  exporters:  sehediile  I 

and  11  substances. 

( a)  Vault.  All  raw,  bulk  and  in-process 
materials,  in  addition  to  finished  prod¬ 
ucts,  shall  be  stored  in  a  vault,  the  walls, 
floor,  and  ceiling  of  which  shall  be  con¬ 
structed  of  not  less  than  eight  (80  inches 
of  concrete,  reinforced  vertically  and 
horizontally  with  one-half  ( V2 )  inch 
steel  rods  tied  (6)  inches  on  center.  How¬ 
ever,  where  a  vault  is  to  be  constructed 
on  an  existing  floor,  such  floor  shall  be 
deemed  adequate  provided  that  it  con¬ 
sists  of  a  concrete  slab  not  less  than  6 
inches  thick  and  an  additional  layer  of 
concrete  not  less  than  four  (4)  inches, 
reinforced  in  accordance  with  the  above 
criteria. 

(b)  Vault  entrance.  A  vault  door  shall 
be  installed  containing  a  combination 
lock,  re-locking  device,  and  at  least  one- 
half  (V2)  inch  steel  plate.  A  “day-gate.” 
which  is  self-closing  and  self-locking, 
shall  also  be  installed  for  use  during  the 
normal  hours  of  operation  in  which  the 
vault  door  is  open. 

(c)  Electrical  protection.  (1)  The  vault 
perimeter  shall  be  equipped  with: 

(1)  An  alarm,  which  upon  unauthor¬ 
ized  entry,  shall  transmit  a  signal  di¬ 
rectly  to  a  central  station  protection 
company  and/or  a  local  or  State  police 
agency  which  has  a  legal  duty  to  respond ; 
and 

(ii)  Hold-up  buttons  at  strategic 
points  of  entry  to  the  vault’s  perimeter 
area. 

(2)  The  vault  shall  be  equipped  with: 

(i)  Contact  switches  for  the  vault 
door;  and 

(ii)  One  of  the  following: 

(a)  Complete  lacing  of  the  walls,  floor, 
and  ceiling  of  the  vault; 

(b)  Sensitive  ultrasonic  equipment 

within  the  vault;  , 

(c)  Sensitive  sound  accumulator  sys¬ 
tem;  or 
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(d)  Any  device  designed  to  detect  il¬ 
legal  entry  as  may  be  approved  by  the 
Bureau. 

(d)  Separate  manufacturing  area. 

Manufacturing,  including  bottling,  label¬ 
ing  and  packaging,  shall  be  conducted 
in  an  area  separate  from  the  area  of 
manufacture  of  noncontrolled  sub¬ 
stances,  except  in  an  area  where  the  secu¬ 
rity  requirements  for  schedule  I  or 
schedule  II  substances  apply,  in  which 
case  both  schedule  I  or  II  substances  and 
noncontrolled  substances  may  be  manu¬ 
factured  in  such  area.  / 

(e)  In-process  substances.  All  in- 
process  substances  shall  be  returned  to 
the  vault  at  the  end  of  each  work  day, 
except  where  a  continuous  process  or 
other  normal  manufacturing  operation 
should  not  be  interrupted,  in  which  case 
the  processing  area  shall  be  securely 
locked,  with  an  alarm,  which  upon  un¬ 
authorized  entry,  shall  transmit  a  signal 
directly  to  a  central  station  protection 
company  and/or  local  or  State  police 
agency  w'hich  has  a  legal  duty  to 
respond. 

(f )  Accessibility.  The  vault  and  manu¬ 
facturing  areas  shall  be  accessible  only 
to  those  employees  required  for  efficient 
operation. 

§  301.9.3  Mamifarlurcrs,  di>triliiilors. 
importers  anil  exporters;  sehedule 
III,  IV  and  V  substanees. 

<a>  Secure  enclosure.  All  raw,  bulk, 
and  in-process  materials,  in  addition  to 
finished  products  shall  be  stored  in  a 
secure  enclosure.  A  secure  enclosure  may 
include  an  entire  building  and/or  an  area 
located  therein,  provided  that  the  follow¬ 
ing  requirements  are  met: 

(1)  Electrical  protection.  All  enclosure 
entrances  shall  be  equipped  with  an 
alarm,  which  upon  unauthorized  entry, 
shall  transmit  a  signal  directly  to  a  cen¬ 
tral  station  protection  company  and/or 
a  local  or  State  police  agency  has  a  legal 
duty  to  respond. 

(2)  Accessibility.  The  secure  enclosure 
shall  be  accessible  only  to  those  employ¬ 
ees  required  for  efficient  operation. 

(b)  Enclosure  entrance.  Where  the  se¬ 
cure  enclosure  is  an  area  located  within 
an  entire  building,  the  entrance  to  such 
enclosure  shall  be  equipped  with  a  gate 
or  door  which  is  both  self-closing  and 
self -locking. 

§  301.94  Munufarlurers,  disirilnilors, 
importers,  and  exporters:  additional 
scH'urity  control. 

(a)  A  good  faith  inquiry  shall  be  made 
with  either  the  Bureau  or  the  appropri¬ 
ate  State  drug  registration  agency  to  de¬ 
termine  whether  a  person  ordering 
controlled  substances,  who  is  imkno’wn 
to  the  registrant,  is  validly  registered 
to  possess  the  ordered  controlled 
substances. 

(b)  A  system  shall  be  designed  and 
operated  to^  inform  the  registrant,  who 
shall  in  turn  inform  the  Bureau,  of  sus¬ 
picious  orders  of  controlled  substances. 
Suspicious  orders  may  include,  but  are 
not  limited  to,  orders  of  imusual  size, 
orders  which  deviate  substantially  from 
a  normal  pattern,  and  orders  of  unusual 
frequency. 


(c)  The  Bureau  shall  be  notified  by 
the  registrant  of  the  loss  or  theft  of 
controlled  substances. 

(d)  The  registrant  shall  not  distribute 
any  controlled  substance  listed  in  sched¬ 
ule  I  or  II,  or  any  narcotic  controlled 
substance  listed  in  schedule  ni,  IV,  or 
V,  as  a  sample  to  any  potential  or  cur¬ 
rent  customer. 

§  30I.9S  Pruclilioiier!>:  schedule  I  suli- 

Muiiccs. 

Controlled  substances  listed  in  sched¬ 
ule  I  shall  be  stored  in  a  safe  with  an 
Underwriters’  Laboratories  Burglary 
Rating  of  at  least  TRTL-30  or  the 
equivalent.  If  the  safe  w'eighs  less  than 
750  pounds,  it  shall  be  bolted  or  ce¬ 
mented  to  the  wall  or  floor  in  such  a  way 
that  it  cannot  be  removed.  If  the  safe 
weighs  more  than  750  pomids,  it  shall  be 
rendered  immobile  by  removing  all  roll¬ 
ing  equipment  from  the  base.  The  safe 
shall  be  equipped  with  an  electrical 
alarm  device. 

§  301.96  Praclitionersi :  srhecliile  II  siili- 

MlUIK'CK. 

Controlled  substances  listed  m  sched¬ 
ule  II  shall  be  stored  in  a  securely  locked, 
substantially  constructed  cabinet. 

§  301.97  Practitioners:  schedules  III,  IV, 

and  V  substances. 

Controlled  substances  listed  in  sched¬ 
ules  III,  IV,  and  V  shall  be  stored  in  a 
locked  cabinet.  However,  pharmacies 
may  dispense  such  substances  through¬ 
out  the  noncontrolled  substances  stock 
in  such  a  manner  as  to  obstruct  the  theft 
or  diversion  of  the  controlled  substances. 


PART  302— LABELING  AND  PACKAG¬ 
ING  REQUIREMENTS  FOR  CON¬ 
TROLLED  SUBSTANCES 

§  302.01  Scope  of  Part  302. 

Requirements  governing  the  labeling 
and  packaging  of  controlled  substances 
pursuant  to  section  305  of  the  Act  (21 
U.S.C.  825)  set  forth  generally  be  that 
section  and  specifically  by  the  sections 
of  this  part. 

§  .302.02  Dermitions. 

As  used  in  this  part,  the  following 
terms  shall  have  the  meanings  specified: 

(a)  The  term  "commercial  container” 
means  any  bottle,  jar,  tube,  ampule, 
or  other  receptacle  in  which  a  substance 
is  held  for  distribution  or  dispensing  to 
an  ultimate  user,  and  in  addition,  any 
box  or  package  in  which  the  receptacle 
is  held  for  distribution  or  dispensing  to 
an  ultimate  user.  The  term  "commercial 
container”  does  not  include  any  package 
liner,  package  insert  or  other  material 
kept  with  or  within  a  commercial  con¬ 
tainer,  nor  any  carton,  crate,  drug,  or 
other  package  in  which  commercial  con¬ 
tainers  are  stored  or  are  used  for  ship¬ 
ment  of  controlled  substances. 

(b)  The  term  "label”  means  any  dis¬ 
play  of  written,  printed,  or  graphic  mat¬ 
ter  placed  upon  the  commercial  con¬ 
tainer  of  any  controlled  substance  by 
any  manufacturer  of  such  substance. 


(c)  Tlie  term  “labeling”  means  all 
labels  and  other  written,  printed,  or 
graphic  matter  (1)  upon  any  controlled 
substance  or  any  of  its  commercial  con¬ 
tainers  or  wrappers,  or  (2)  accompany¬ 
ing  such  controlled  substance. 

(d)  The  term  “manufacture”  means 
the  producing,  preparation,  propagation, 
compounding,  or  processing  of  a  drug  or 
other  substance  or  the  packaging  or  re¬ 
packaging  of  such  substance,  or  the 
labeling  or  relabeling  of  the  commercial 
container  of  such  substance,  but  docs 
not  include  the  activities  of  a  prac¬ 
titioner  who,  as  an  incident  to  his  admin¬ 
istration  or  dispensing  such  substance  in 
the  course  of  his  professional  practice, 
prepares,  compounds,  packages  or  labels 
such  substance. 

(e)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth 
in  section  102  of  the  Act  (21  U.S.C.  802) 
or  §  301.02  of  this  chapter. 

§  302.03  Symbol  required;  exeeplions. 

(a)  Each  commercial  container  of  a 
controlled  substance  (except  for  a  con¬ 
trolled  substance  excepted  by  the  Direc¬ 
tor  pursuant  to  Part  308  of  this  chapter) 
shall  have  printed  on  the  label  the  sym¬ 
bol  designating  the  schedule  in  which 
such  controlled  substance  is  listed.  Each 
such  commercial  container,  if  it  other¬ 
wise  has  no  label,  must  bear  a  label  com¬ 
plying  with  the  requirement  of  this  part. 

(b)  Each  manufacturer  shall  print 
upon  the  labeling  of  each  controlled 
substance  distributed  by  him  the  sym¬ 
bol  designating  the  schedule  in  which 
such  controlled  substance  is  listed. 

(c)  The  following  symbols  shall  desig¬ 
nate  the  schedule  corresponding  thereto: 


Schedule  Symbol 

Schedule  I _  (^or  C-I. 

Schedule  II _  (^or  C-II. 

Schedule  III . . @otC-lU. 

Schedule  IV _ 1 _  (fy^irC-IV. 

Schedule  V— . . .  (^orC-V. 


The  word  "schedule”  need  not  be  used. 
No  distinction  need  be  made  between 
narcotic  and  nonnarcotic  substances. 

(d)  The  symbol  is  not  required  on  a 
carton  or  wrapper  in  which  a  commercial 
container  is  held  if  the  symbol  is  easily 
legible  through  such  carton  or  wrapper. 

(e)  The  symbol  is  not  required  on  a 
commercial  container  too  small  or  other¬ 
wise  unable  to  accommodate  a  label,  if 
the  symbol  is  printed  on  the  box  or  pack¬ 
age  from  which  the  commercial  contain¬ 
er  is  rernoved  upon  dispensing  to  an 
ultimate  user. 

(f)  The  symbol  is  not  required  on  a 
commercial  container  containing,  or  on 
the  labeling  of,  a  controlled  substance 
being  utilized  in  clinical  research  in¬ 
volving  blind  and  double  blind  studies. 

§  302.01  l.ocalioii  atui  size  of  sysiibo!  o« 
luhol. 

(a)  The  symbol  shall  be  prominently 
located  on  the  right  upper  corner  of  the 
principal  panel  of  the  label  of  the  com¬ 
mercial  container  and/or  the  panel  of 
the  commercial  container  normally  dis- 
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played  to  dispensers  of  any  controlled 
substance  listed  in  schedules  I  through 
rv.  The  symbol  must  be  at  least  two 
times  as  large  as  the  largest  tsrpe  other¬ 
wise  printed  on  the  label. 

(b)  In  lieu  of  locating  the  symbol  in 
the  corner  of  the  label,  as  prescribed  in 
paragraph  (a)  of  this  section,  the  sym¬ 
bol  may  be  overprinted  on  the  label,  in 
which  case  the  symbol  must  be  printed 
at  least  one-half  the  size  of  the  label  and 
in  a  contrasting  color  to  all  other  print¬ 
ing  on  the  label.  Every  commercial  con¬ 
tainer  of  any  controlled  substance  listed 
in  schedule  V  shall  have  the  symbol  over¬ 
printed  on  the  label  in  accordance  with 
this  subsection, 

(c)  In  all  cases  the  symbol  shall  be 
clear  and  large  enough  to  afford  easy 
identification  of  the  schedule  of  the  con¬ 
trolled  substance  upon  inspection  without 
removal  from  the  dispenser’s  shelf. 

§  302.0S  Location  and  size  of  symbol  on 
labeling. 

The  symbol  shall  be  prominently  lo¬ 
cated  on  all  labeling  other  than  labels 
covered  by  §  302.04.  In  all  cases  the  sym¬ 
bol  shall  be  clear  and  large  enough  to 
afford  prompt  identification  of  the 
controll^  substance  upon  inspection  of 
the  labeling. 

§  302.06  Effective  dates  of  labeling  re¬ 
quirements. 

(a)  In  the  case  of  a  controlled  sub¬ 
stance  listed  in  any  schedule  on  May  1, 
1971,  and  manufactured  after  Decem¬ 
ber  1, 1971,  all  labels  on  commercial  con¬ 
tainers  of,  and  all  labeling  of,  that 
substance  shall  comply  with  the  require¬ 
ments  of  S  302.02. 

(b)  In  case  of  a  controlled  substance 
listed  on  a  schedule  on  May  1,  1971,  and 
thereafter  transferred  to  another  sched¬ 
ule,  and  in  the  case  of  a  controlled  sub¬ 
stance  added  to  any  schedule  after  May  1, 
1971,  all  labels  on  commercial  containers 
of,  and  all  labeling  of,  that  substance 
shall  comply  with  the  requirements  of 
§  302.02  not  later  than  180  days  following 
the  date  on  which  the  transfer  or  addi¬ 
tion  becomes  effective. 

(c)  The  Director  may,  in  the  case  of 
any  controlled  substance,  require  com¬ 
pliance  with  the  requirements  of  §  302.02 
within  a  period  of  time  shorter  than  re¬ 
quired  by  this  section  if  he  finds  that 
emergency  conditions  exist  necessitating 
an  earlier  effective  date. 

(d)  Until  compliance  is  required  un¬ 
der  this  section,  the  label  on  commercial 
container  containing,  and  the  labeling  of, 
any  controlled  substance  shall  comply 
with  any  requirements  under  Federal  law 
as  to  labels  of  such  containers  and  as  to 
labeling  of  such  substances  existing  prior 
to  the  effective  date  prescribed  in  this 
section. 

§  302.07  Sealing  of  rontrolled  sub¬ 
stances. 

(a)  On  each  bottle,  multiple  dose  vial, 
or  other  commercial  container  of  any 
controlled  substance  listed  in  schedules 
I  and/or  n,  and  of  any  narcotic  con¬ 
trolled  substance  listed  in  schedule  m 
or  IV,  there  shall  be  securely  affixed  to 


the  stopper,  cap,  lid,  covering,  or  wrap¬ 
per  or  such  container  a  seal  to  insture  its 
integrity  and  to  disclose  upon  inspection 
any  tampering  or  opening  of  the 
container. 

(b)  Any  seal  accepted  for  use  imder 
Federal  law  prior  to  May  1,  1971,  shall 
be  deemed  acceptable  for  use  under  this 
section. 


PART  303— QUOTAS 

General  Information 
§  303.01  Scope  of  Pari  303. 

Procedures  governing  the  establish¬ 
ment  of  production  and  manufacturing 
quotas  on  basic  classes  of  controlled  sub¬ 
stances  listed  in  schedules  1  and  n  pur¬ 
suant  to  section  306  of  the  Act  (21  U.S.C. 
826)  are  governed  generally  by  that  sec¬ 
tion  and  specifically  by  the  sections  of 
this  part. 

§  303.02  Definitions 

As  used  in  this  part,  the  following 
terms  shall  have  the  meanings  specified: 

(a)  The  term  “inventory”  means  all 
factory  and  branch  stocks  in  finished 
form  of  a  basic  class  of  controlled  sub¬ 
stance  manufactured  or  otherwise  ac¬ 
quired  by  a  registrant,  whether  in  bulk, 
commercial  containers,  or  contained  in 
pharmaceutical  preparations  in  the  pos¬ 
session  of  the  registrant  (including 
stocks  held  by  the  registrant  imder  sep¬ 
arate  registration  as  a  manufacturer, 
importer,  exporter,  or  distributor) . 

(b)  The  term  "net  disposal”  means 
the  quantity  of  a  basic  class  of  con¬ 
trolled  substance  sold,  exchanged,  given 
av;av,  used  in  the  production  of  another 
substance  (whether  a  controlled  sub¬ 
stance  or  not) ,  contained  in  or  combined 
with  other  substances  or  otherwise  con¬ 
sumed  by  or  transferred  to  another  per¬ 
son  by  the  registrant  during  a  stated  pe¬ 
riod,  less  the  quantity  returned  to  the 
registrant  by  any  purchaser  and  the 
quantity  sold  or  transferred  by  the  regis¬ 
trant  to  another  registered  manufacturer 
of  the  same  basic  class  of  controlled 
substance. 

(c)  The  term  “registrant”  means  any 
person  registered  pursuant  to  section 
303  of  the  Act  (21  U.S.C.  823). 

(d)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth 
in  section  102  of  the  Act  (21  U.S.C.  802) 
and  §  301.02  of  this  chapter. 

Aggregate  Production  and  Procurement 
Quotas 

§  303.11  Aggregate  production  quotas. 

(a)  The  Director  shall,  on  or  before 
May  1  of  each  year,  determine  the  total 
quantity  of  each  basic  class  of  controlled 
substance  listed  in  schedule  I  or  n  neces¬ 
sary  to  be  manufactured  during  the 
following  calendar  year  to  provide  for 
the  estimated  mecfical,  scientific,  re¬ 
search  and  industrial  needs  of  the  United 
States,  for  lawful  export  requirements, 
and  for  the  establishment  and  mainte¬ 
nance  of  reserve  stocks. 

(b)  In  making  his  determinations,  the 
Director  shall  consider  the  following 
factors: 


(1)  Total  net  disposals  of  the  class  by 
all  manufacturers  during  the  current 
and  2  preceding  years; 

(2)  Trends  in  the  national  rate  of  net 
disposal  of  the  class; 

(3)  Total  actual  (or  estimated)  inven¬ 
tories  of  the  class  and  of  all  substances 
manufactured  from  the  class,  and  trends 
in  inventory  accumulation; 

(4)  Projected  demand  for  such  class 
as  indicated  by  procurement  quotas  re¬ 
quested  pursuant  to  §  303.12;  and 

(5)  Other  factors  affecting  medical, 
scientific,  research,  and  industrial  needs 
in  the  United  States  and  lawful  export 
requirements,  as  the  Director  finds 
relevant,  including  changes  in  the  cur¬ 
rently  accepted  medical  use  in  treatment 
with  the  class  or  the  substances  which 
are  manufactured  from  it,  the  economic 
and  physical  availability  of  raw  materials 
for  use  in  manufacturing  and  for  inven¬ 
tory  purposes,  yield  and  stability  prob¬ 
lems,  potential  disruptions  to  production 
(including  possible  labor  strikes),  and 
recent  unforeseen  emergencies  such  as 
floods  and  fires. 

(c)  The  Director  shall,  on  or  before 
May  1  of  each  year,  publish  in  the  F’ed- 
ERAL  Register  general  notice  of  an 
aggregate  production  quota  for  any  basic 
class  determined  by  him  under  this  sec¬ 
tion.  A  copy  of  notice  shall  be  mailed 
simultaneously  to  each  person  registered 
as  a  bulk  manufacturer  of  the  basic 
class.  Any  Interested  person  may,  within 
30  days  from  the  date  of  publication  of 
the  notice,  request  a  hearing  on  the  ag¬ 
gregate  production  quota  by  filing  a 
written  request,  and  a  statement  of  the 
grounds  therefor,  with  the  Director, 
Bureau  of  Narcotics  and  Dangerous 
Drugs,  Department  of  Justice,  Washing¬ 
ton,  D.C.  20537,  If  a  hearing  is  requested 
and  reasonable  groimds  are  shown,  the 
Director  shall  hold  a  public  hearing  on 
the  aggregate  production  quota  for  the 
basic  class  pursuant  to  the  hearing  pro¬ 
cedures  prescribed  for  hearings  under 
section  201  of  the  Act  (21  U.S.C.  811)  in 
§5  316.61-316.78  of  this  chapter.  Notice 
of  the  hearing  shall  be  published  at  least 
30  days  prior  to  the  hearing  and  mailed 
simultaneously  to  all  persons  to  whom 
the  notice  of  the  determination  of  the 
aggregate  production  quota  was  mailed. 

§303.12  Procurement  quotas. 

(a)  In  order  to  determine  the  esti¬ 
mated  needs  for,  and  to  insure  an  ade¬ 
quate  and  uninterrupted  supply  of,  basic 
classes  of  controlled  substances  listed  in 
schedules  I  and  II,  the  Director  shall 
Issue  procurement  quotas  authorizing 
persons  to  procure  and  use  quantities  of 
each  basic  class  of  such  substances  for 
the  purpose  of  manufacturing  such  class 
into  dosage  forms  or  into  other 
substances. 

(b)  Any  person  who  is  registered  to 
manufacture  controlled  substances  listed 
in  any  schedule  and  who  desires  to  use 
during  the  next  calendar  year  any  basic 
class  of  controlled  substances  listed  in 
schedule  I  or  n  for  purposes  of  manu¬ 
facturing,  shall  apply  on  BND  Form  194 
for  a  procurement  quota  for  such  basic 
class.  A  separate  application  must  be 
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made  for  each  basic  class  desired  to  be 
procured  or  used.  The  applicant  shall 
state  whether  he  intends  to  manufacture 
the  basic  class  himself  or  purchase  it 
from  another  manufacturer.  The  ap¬ 
plicant  shall  state  separately  each  pm- 
pose  for  which  the  basic  class  is  desired, 
the  quantity  desired  for  that  purpose 
during  the  next  calendar  year,  and  the 
quantities  used  and  estimated  to  be  used, 
if  any,  for  that  purpose  during  the  cur¬ 
rent  and  preceding  2  calendar  years. 
If  the  purpose  is  to  manufacture  the 
basic  class  into  dosage  form,  the  ap¬ 
plicant  shall  state  the  official  name,  com¬ 
mon  or  usual  name,  chemical  name,  or 
brand  name  of  that  form.  If  the  purpose 
is  to  manufacture  another  substance,  the 
applicant  shall  state  the  official  name, 
common  or  usual  name,  chemical  name, 
or  brand  name  of  the  substance,  and,  if 
a  controlled  substance  listed  in  any 
schedule,  the  schedule  niunber  and  Bu¬ 
reau  controlled  substances  code  number 
of  the  substance.  If  the  purpose  is  to 
manufacture  another  basic  class  of  con¬ 
trolled  substance  listed  in  schedule  I  or 
n,  the  applicant  shall  also  state  the 
quantity  of  the  other  basic  class  which 
the  applicant  has  applied  to  manufacture 
pursuant  to  §  303.22  and  the  quantity  of 
the  first  basic  class  necessary  to  manu¬ 
facture  a  specified  unit  of  the  second 
basic  class.  BND  Form  194  shall  be  filed 
on  or  before  April  1  of  the  year  preceding 
the  calendar  year  for  which  the  procure¬ 
ment  quota  is  being  applied.  Copies  of 
BND  Form  194  may  be  obtained  from, 
and  shall  be  filed  with,  the  Director,  Bu¬ 
reau  of  Narcotics  and  Dangerous  Drugs, 
Department  of  Justice,  Washington,  D.C. 
20537. 

(c)  The  Director  shall,  on  or  before 
July  1  of  the  year  preceding  the  calendar 
year  during  which  the  quota  shall  be 
effective,  issue  to  each  applicant  a  pro¬ 
curement  quota  authorizing  him  to 
procure  and  use: 

(1)  All  quantities  of  such  class  neces¬ 
sary  to  manufacture  all  quantities  of 
other  basic  classes  of  controlled  sub¬ 
stances  listed  in  schedules  I  and  II  which 
the  applicant  is  authorized  to  manu¬ 
facture  pursuant  to  §  303.23;  and 

(2)  Such  other  quantities  of  such  class 
as  the  applicant  has  applied  to  procure 
and  use  and  are  consistent  with  his  past 
use,  his  estimated  needs,  and  the  total 
quantity  of  such  class  that  will  be 
produced. 

(d)  Any  person  to  whom  a  procure¬ 
ment  quota  has  been  issued  may  at  any 
time  request  an  adjustment  in  the  quota 
by  applying  to  the  Director  with  a  state¬ 
ment  showing  the  need  for  the  adjust¬ 
ment.  The  Director  shall  increase  or 
decrease  the  procurement  quota  of  such 
person  as  and  to  the  extent  that  he  finds, 
after  considering  the  factors  enumerated 
in  paragraph  (c)  of  this  section  and  any 
occurrences  since  the  issuance  of  the 
procurement  quota,  that  the  need 
justifies  an  adjustment. 

(e)  The  following  persons  need  not 
obtain  a  procurement  quota: 

(1)  Any  person  who  is  registered  to 
manufacture  a  basic  class  of  controlled 
substance  listed  in  schedule  I  or  n  and 


who  uses  all  of  the  quantity  he  manu¬ 
factures  in  the  manufacture  of  a  sub¬ 
stance  not  controlled  under  the  Act;  and 

(2)  Any  person  who  is  registered  to 
manufacture  controlled  substances  and 
who  manufactures  annually  less  than 
1  kilogram  of  all  basic  classes  of  con¬ 
trolled  substances  listed  in  schedules  I 
and  II. 

Individual  Manufacturing  Quotas 

§  303.21  Individual  manufacturing 
quotas. 

(a)  The  Director  shall,  on  or  before 
July  1  of  each  year,  fix  for  and  issue  to 
each  person  who  is  registered  to  manu¬ 
facture  a  basic  class  of  controlled  sub¬ 
stance  listed  in  schedule  I  or  n,  and  who 
applies  for  a  manufacturing  quota,  an 
individual  manufacturing  quota  author¬ 
izing  that  person  to  manufacture  during 
the  next  calendar  year  a  quantity  of  that 
basic  class.  Any  manufacturing  quota 
fixed  and  issued  by  the  Director  shall  be 
subject  to  his  authority  to  reduce  or 
limit  it  at  a  later  date  pursuant  to 
§  303.26  and  to  his  authority  to  revoke  or 
susi>end  it  at  any  time  pursuant  to 
§§  301.45  and  301.46  of  this  chapter. 

(b)  No  individual  manufacturing 
quota  shall  be  required  for  registrants 
listed  in  §  303.12(e). 

§  303.22  Procedure  for  applying  for 
manufacturing  quotas. 

Any  person  who  is  registered  to  manu¬ 
facture  any  basic  class  of  controlled  sub¬ 
stance  listed  in  schedule  I  or  n  and  who 
desires  to  manufacture  a  quantity  of 
such  class  shall  apply  on  BND  Form  189 
for  a  manufacturing  quota  for  such 
quantity  of  such  class.  Copies  of  BND 
Form  189  may  be  obtained  from,  and 
shall  be  filed  (on  or  before  May  1  of  the 
year  preceding  the  calendar  year  for 
which  the  manufacturing  quota  is  being 
applied)  with,  the  Director,  Bureau  of 
Narcotics  and  Dangerous  Drugs,  De¬ 
partment  of  Justice,  Washington,  D.C. 
20537.  A  separate  application  must  be 
made  for  each  basic  class  desired  to  be 
manufactured.  The  applicant  shall  state: 

(a)  The  Bureau  controlled  substances 
code  number  of  the  basic  class; 

(b)  For  the  basic  class  in  each  of  the 
current  and  preceding  2  calendar  years, 

(1)  The  authorized  manufacturing 
quota,  if  any; 

(2)  The  actual  or  estimated  net  dis¬ 
posal; 

(3)  The  actual  or  estimated  inventory 
allowance  pursuant  to  §  305.26  of  this 
chapter;  and 

(4)  The  actual  or  estimated  inventory 
as  of  December  31 ; 

(c)  For  the  basic  class  in  the  next 
calendar  year, 

( 1 )  The  desired  manufacturing  quota; 
and 

(2)  Any  additional  factors  which  the 
applicant  finds  relevant  to  the  fixing  of 
his  manufacturing  quota,  including  the 
trend  of  (and  recent  changes  in)  his 
and  the  national  rates  of  net  disposal, 
his  production  cycle  and  current  inven¬ 
tory  position,  the  economic  and  physical 
availability  of  raw  materials  for  use  in 
manufacturing  and  for  Inventory  pur¬ 


poses,  yield  and  stability  problems, 
potential  disruptions  to  production  (in¬ 
cluding  possible  labor  strikes)  and  recent 
imforeseen  emergencies  such  as  floods 
and  fires. 

§  303.23  Procedure  for  fixing  individual 
manufacturing  quotas. 

(a)  In  fixing  individual  manufactur¬ 
ing  quotas  for  a  basic  class  of  controlled 
substance  listed  in  schedule  I  or  n,  the 
Director  shall  allocate  to  each  applicant 
who  is  currently  manufacturing  such 
class  a  quota  equal  to  100  percent  of  the 
estimate  net  disposal  of  that  applicant 
for  the  next  calendar  year,  adjusted  (1) 
By  the  amotmt  necessary  to  increase  or 
reduce  the  inventory  of  the  applicant  on 
December  31  of  the  current  year  to  his 
inventory  allowance  for  the  next  calen¬ 
dar  year,  pursuant  to  §  303.24,  and  (2) 
By  any  other  factors  which  the  Director 
deems  relevant  to  the  fixing  of  the  in¬ 
dividual  manufacturing  quota  of  the  ap¬ 
plicant,  including  the  trend  of  (and  re¬ 
cent  changes  in)  his  and  the  national 
rates  of  net  disposal,  his  production  cycle 
and  current  inventory  position,  the  eco¬ 
nomic  and  physical  availability  of  raw 
materials  for  use  in  manufacturing  and 
for  inventory  purposes,  yield  and  sta¬ 
bility  problems,  potential  disruptions  to 
production  (including  possible  labor 
strikes),  and  recent  unforeseen  emer¬ 
gencies  such  as  floods  and  fires. 

(b)  In  fixing  individual  manufactur¬ 
ing  quotas  for  a  basic  class  of  controlled 
substance  listed  in  schedule  I  or  n,  the 
Director  shall  allocate  to  each  applicant 
who  is  not  currently  manufacturing  such 
class  a  quota  equal  to  100  percent 
of  the  reasonably  estimated  net  disposal 
of  that  applicant  for  the  next  calendar 
year,  as  determined  by  the  Director,  ad¬ 
just^  (1)  By  the  amoimt  necessary  to 
provide  the  applicant  his  inventory  al¬ 
lowance  for  the  next  calendar  year,  pur¬ 
suant  to  §  303.24,  and  (2)  By  any  other 
factors  which  the  Director  deems  rele¬ 
vant  to  the  fixing  of  the  individual 
manufacturing  quota  of  the  applicant, 
including  the  trend  of  (and  recent 
changes  in)  the  national  rate  of  net  dis¬ 
posal,  his  production  cycle  and  current 
inventory  position,  the  economic  and 
physical  availability  of  raw  materials  for 
use  in  manufacturing  and  for  inventory 
purposes,  yield  and  stability  problems, 
potential  disruptions  to  production  (in¬ 
cluding  possible  labor  strikes),  and  re¬ 
cent  unforeseen  emergencies  such  as 
floods  and  fires. 

§  303.24  Inventory  allowance. 

(a)  For  the  purpose  of  determining 
individual  manufacturing  quotas  pur¬ 
suant  to  §  303.23,  each  registered  manu¬ 
facturer  shall  be  allowed  as  a  part  of 
such  quota  an  amount  sufficient  to  main¬ 
tain  an  inventory  equal  to, 

(1)  For  current  manufacturers,  50 
percent  of  his  average  estimated  net  dis¬ 
posal  for  the  current  calendar  year  and 
the  last  preceding  calendar  year;  or 

(2)  For  new  manufacturers,  50  per¬ 
cent  of  his  reasonably  estimated  net  dis¬ 
posal  for  the  next  calendar  year  as 
determined  by  the  Director. 
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(b)  During  each  calendar  year  each 
registered  manufacturer  shall  be  allowed 
to  maintain  an  inventory  of  a  basic  class 
not  exceeding  65  percent  of  his  estimated 
net  disposal  of  that  class  for  that  year, 
as  determined  at  the  time  his  quota  for 
that  year  was  determined.  At  any  time 
the  inventory  of  a  basic  class  held  by  a 
manufacturer  exceeds  65  percent  of  his 
estimated  net  disposal,  his  quota  for  that 
class  is  automatically  suspended  and 
shall  remain  suspended  until  his  inven¬ 
tory  is  less  than  60  percent  of  his  esti¬ 
mated  net  disposal. 

(c)  If,  during  a  calendar  year,  a  regis¬ 
trant  hrs  manufactured  the  entire  quan¬ 
tity  of  a  basic  class  allocated  to  him 
under  a  manufacturing  quota,  and  his 
inventory  of  that  class  is  less  than  40 
percent  of  his  estimated  net  disposal  of 
that  class  for  that  year,  the  Director 
shall,  upon  application  pursuant  to 
§  303.25,  increase  the  quota  of  such  regis¬ 
trant  suflRciently  to  allow  restoration  of 
the  inventory  to  50  percent  of  the  esti¬ 
mated  net  disposal  for  that  year. 

§  303.25  Increase  in  individual  manu¬ 
facturing  quotas. 

(a)  Any  registrant  who  holds  an  in¬ 
dividual  manufacturing  quota  for  a  basic 
class  of  controlled  substance  listed  in 
schedule  I  or  n  may  file  with  the  Direc¬ 
tor  an  application  on  Bureau  Form  189 
for  an  increase  in  such  quota  in  order 
for  him  to  meet  his  estimated  net  dis¬ 
posal,  inventory  and  other  requirements 
during  the  remainder  of  such  calendar 
year. 

(b)  The  Director,  in  passing  upon  a 
registrant’s  application  for  an  increase 
in  lus  individual  manufacturing  quota 
(except  an  application  made  pursuant 
to  §  303.24(c) ) ,  shall  take  into  consider¬ 
ation  any  occurrences  since  the  filing  of 
such  registrant’s  initial  quota  application 
that  may  require  an  increased  manufac¬ 
turing  rate  by  such  registrant  during  the 
balance  of  the  calendar  year.  In  passing 
upon  such  application  the  Director  may 
also  take  into  consideration  the  amount, 
if  any,  by  which  his  determination  of  the 
total  quantity  for  the  basic  class  of  con¬ 
trolled  substance  to  be  manufactured 
under  §  303.11  exceeds  the  aggregate  of 
all  the  individual  manufacturing  quotas 
for  the  basic  class  of  controlled  sub¬ 
stance,  and  the  equitable  distribution  of 
such  excess  among  other  registrants. 

§  303.26  Itediiclion  in  individual  manu- 
farliiring  quotas. 

The  Director  may  at  any  time  reduce 
an  individual  manufacturing  quota  for 
a  basic  class  of  controlled  substance 
listed  in  schedule  I  or  II  which  he  has 
previously  fixed  in  order  to  prevent  the 
aggregate  of  the  individual  manufactur¬ 
ing  quotas  outstanding  or  to  be  granted 
from  exceeding  the  aggregate  production 
quota  which  has  been  established  for  that 
class  pursuant  to  §  303.11.  If  a  quota 
assigned  to  a  new  manufactui’er  pursu¬ 
ant  to  §  303.23(b),  or  if  a  quota  assigned 
to  any  manufacturer  is  increased  pur¬ 
suant  to  §  303.24(c),  or  if  an  import  is¬ 
sued  to  an  importer  pursuant  to  Part  312 
of  this  chapter,  causes  the  total  quantity 
of  a  basic  class  to  be  manufactured  and 


imported  during  the  year  to  exceed  the 
aggregate  production  quota  which  has 
been  established  for  that  class  pursuant 
to  §  303.11,  the  Director  may  proportion¬ 
ately  reduce  the  individual  manufactur¬ 
ing  quotas  of  all  other  registrants  to 
keep  the  aggregate  production  quota 
within  the  limits  originally  established, 
or,  alternatively,  the  Director  may  reduce 
the  individual  manufacturing  quota  of 
any  registrant  whose  quota  is  suspended 
pursuant  to  §  303.24(b)  or  §  301.45  or 
§  301.46  of  this  chapter. 

§  303.27  Abandonment  of  quota. 

Any  manufacturer  assigned  an  indi¬ 
vidual  manufacturing  quota  for  any  basic 
class  pursuant  to  §  303.23  may  at  any 
time  abandon  his  right  to  manufacture 
all  or  any  part  of  such  quota  by  filing  a 
written  notice  of  such  abandonment, 
stating  the  Bureau  controlled  substances 
code  number  of  the  substance  and  the 
amount  which  he  has  chosen  not  to 
manufacture.  The  Director  may,  in  his 
discretion,  allocate  such  amoxmt  among 
the  other  manufacturers  in  proportion 
to  their  respective  quotas. 

Transitional  Regulations 
§  303.41  Quota  system  for  1971. 

For  purposes  of  fixing  aggregate  pro¬ 
duction  and  individual  manufacturing 
quotas  for  basic  classes  of  controlled  sub¬ 
stances  listed  in  schedules  I  and  II  pur¬ 
suant  to  section  306  of  the  Act  (21  U.S.C. 
326)  for  the  calendar  year  1971  only, 
procedures  prescribed  in  regulations  in 
eifect  prior  to  the  effect  date  of  this  part 
(i.e.,  21  §§  301.121-301.126  of  this  chap¬ 
ter)  shall  be  utilized. 


PART  304— RECORDS  AND  REPORTS 
OF  REGISTRANTS 

General  Information 
§  304.0 1  Scope  of  Part  304. 

Inventory  and  other  records  and  re¬ 
ports  required  under  section  307  or  sec¬ 
tion  1008 td)  of  the  Act  (21  U.S.C.  827 
and  958(d) )  shall  be  in  accordance  with, 
and  conteJn  the  information  required  by, 
those  sections  and  by  the  sections  of  this 
Part. 

§  304.02  Dcfinilions. 

As  used  in  this  Part,  the  following 
terms  shall  have  the  meaning  specified; 

(a)  The  term  “Act”  means  the  Con¬ 
trolled  Substances  Act  (84  Stat.  1242;  21 
U.S.C.  801)  and/or  the  Controlled  Sub¬ 
stances  Import  and  Export  Act  (84  Stat. 
1285:  21  U.S.C.  951). 

(b)  The  term  “institutional  practi¬ 
tioner”  means  a  hospital  or  other  person 
(other  than  an  individual)  licensed,  reg¬ 
istered,  or  otherwise  permitted,  by  the 
United  States,  or  the  jurisdiction  in  which 
it  practices,  to  dispense  a  controlled  sub¬ 
stance  in  the  course  of  professional  prac¬ 
tice,  but  does  not  include  a  pharmacy. 

(c)  The  term  “name”  means  the  offi¬ 
cial  name,  common  or  usual  name,  chem¬ 
ical  name,  or  brand  name  of  a  substance. 

(d)  The  term  “practitioner”  means  a 
physician,  dentist,  veterinarian,  or  other 
individual  licensed,  registered,  or  other¬ 
wise  permitted,  by  the  United  States  or 
the  jurisdiction  in  which  he  practices,  to 


dispense  a  cdntrolled  substance  in  the 
course  of  professional  practice,  but  docs 
not  include  a  pharmacist,  a  pharmacy, 
or  an  institutional  practitioner. 

(e)  The  term  “readily  retrievable” 
means  that  certain  records  are  kept  by 
automatic  data  processing  systems  or 
other  electronic  or  mechanized  record¬ 
keeping  systems  in  such  a  manner  that 
they  can  be  separated  out  from  all  other 
records  in  a  reasonable  time  and/or  rec¬ 
ords  are  kept  on  which  certain  items  are 
asterisked,  redlined,  or  in  some  other 
manner  visually  identifiable  apart  frem 
other  items  appearing  on  the  records. 

(f)  The  term  “registrant”  means  any 
person  who  is  registered  pursuant  to 
either  section  303  or  section  1007  of  the 
Act  (21U.S.C.823  or  957). 

(g)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth  in 
sections  102  and  1001  of  the  Act  (21 
U.S.C.  802  and  951)  and  in  §  301.02, 
302.02  and  311.02  of  this  chapter. 

§  .‘>04.03  Persons  required  to  ke<'p  rec¬ 
ords  and  file  reports. 

(a)  Each  registrant  shall  maintain  the 
records  and  inventories  and  shall  file 
the  reports  required  by  this  part,  except 
as  exempted  by  this  section. 

(b)  A  registered  practitioner  is  not 
required  to  keep  records  with  respect  to 
narcotic  controlled  substances  listed  in 
schedules  n  through  V  which  he  pre¬ 
scribes  or  administers  in  the  lawful 
coiuse  of  his  professional  practice;  he 
shall  keep  records,  however,  with  respect 
to  such  substances  that  he  dispenses 
other  than  by  prescribing  or  administer¬ 
ing. 

(c)  A  registered  practitioner  is  not 
required  to  keep  records  with  respect  to 
nonnarcotic  controlled  substances  listed 
in  schedules  II  through  V  which  he  dis¬ 
penses  in  any  manner  unless  he  regularly 
charges  his  patients,  either  separately 
or  together  with  charges  for  other  pro¬ 
fessional  services,  for  such  substances  so 
dispensed. 

(d)  A  registered  person  using  any  con¬ 
trolled  substance  in  research  conducted 
in  conformity  with  an  exemption  granted 
vmder  section  505(i)  or  512(j)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  355(i)  or  360b(j))  at  a  regis¬ 
tered  establishment  which  maintains 
records  in  accordance  with  either  of 
those  sections  is  not  required  to  keep 
records  if  he  notifies  the  Bureau  of  the 
name,  address,  and  registration  number 
of  the  establishment  maintaining  such 
records. 

(e)  A  registered  person  using  any  con¬ 
trolled  substance  in  preclinical  research 
or  in  teaching  at  a  registered  establish¬ 
ment  which  maintains  records  with  re¬ 
spect  to  such  substances  is  not  required 
to  keep  records  if  he  notifies  the  Bureau 
of  the  name,  address,  and  registration 
number  of  the  establishment  maintain¬ 
ing  such  records. 

(f)  Notice  required  by  paragraphs  (d) 
and  (e)  of  this  section  shall  be  given  at 
the  time  the  person  applies  for  regis¬ 
tration  or  reregistration,  shall  be  made 
in  the  form  of  an  attachment  to  the  ap¬ 
plication,  and  shall  be  filed  with  the 
application. 
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§  304.04  Maintenance  of  records  and 
inventories. 

(a)  Every  inventory  and  other  record 
required  to  be  kept  under  the  Part  shall 
be  kept  by  the  registrant  and  be  avail¬ 
able,  for  at  least  2  years  from  the  date 
of  such  Inventory  or  record,  for  inspect¬ 
ing  and  copying  by  authorized  employees 
of  the  Bureau. 

(b)  Each  registered  manufacturer,  dis¬ 
tributor,  importer,  and  exporter  shall 
maintain  inventories  and  records  of  con¬ 
trolled  substances  as  follows: 

(1)  Inventories  and  records  of  con¬ 
trolled  substances  listed  in  schedules  I 
and  n  shall  be  maintained  separately 
from  all  of  the  records  of  the  registrant: 
and 

(2)  Inventories  and  records  of  con¬ 
trolled  substances  listed  in  schedules  III, 
IV,  and  V  shall  be  maintained  either 
separately  from  all  other  records  of  the 
registrant  or  in  such  form  that  the  in¬ 
formation  required  is  readily  retrievable 
from  the  ordinary  business  records  of 
the  registrant. 

(c)  Each  registered  pratitioner  re¬ 
quired  to  keep  records  and  institutional 
practitioner  shall  maintain  inventories 
and  records  of  controlled  substances  in 
the  manner  prescribed  in  paragraph  (b) 
of  this  section. 

(d)  Each  registered  pharmacy  shall 
maintain  the  inventories  and  records  of 
controlled  substances  as  follows: 

(1)  Inventories  and  records  of  all  con¬ 
trolled  substances  listed  in  schedules  I 
and  II  shall  be  maintained  separately 
from  all  other  records  of  the  pharmacy, 
and  prescriptions  for  such  substances 
shall  be  maintained  in  a  separate  pre¬ 
scription  file;  and 

(2)  Inventories  and  records  of  con¬ 
trolled  substances  listed  in  schedules  III, 
rv,  and  V  shall  be  maintained  either  sep¬ 
arately  from  all  other  records  of  the 
pharmacy  or  in  such  form  that  the  infor¬ 
mation  required  is  readily  retrievable 
from  ordinary  business  records  of  the 
pharmacy,  and  prescriptions  for  such 
substances  shall  be  maintained  either 
in  separate  prescription  file  for  controlled 
substances  listed  in  schedules  III,  IV,  and 
V  only  or  in  such  form  that  they  are  read¬ 
ily  retrievable  from  the  other  prescrip¬ 
tion  records  of  the  pharmacy.  Prescrip¬ 
tions  will  be  deemed  readily  retrievable 
if,  at  the  time  they  are  initially  filed, 
the  face  of  the  prescription  is  stamped 
in  red  ink  in  the  lower  right  corner 
with  the  letter  “C”  no  less  than  1-inch 
high  and  filed  in  the  usual  consecutively 
numbered  prescription  file. 

Inventory  Requirements 

§.304.11  Grnoral  requirements  for  in¬ 
ventories. 

(a)  Each  inventory  shall  contain  a 
complete  and  accurate  record  of  all  con¬ 
trolled  substances  on  hand  on  the  date 
the  inventory  is  taken.  Controlled  sub¬ 
stances  shall  be  deemed  to  be  “on  hand” 
if  they  are  in  the  possession  of  or  under 
the  control  of  the  registrant,  including 
substances  returned  by  a  customer,  sub¬ 
stances  sold  to  a  customer  but  not  yet 
shipped,  substances  stored  in  a  ware¬ 
house  on  behalf  of  the  registrant,  and 


substances  in  the  possession  of  employees 
of  the  registrant  and  intended  for  dis¬ 
tribution  as  samples. 

(b)  A  separate  inventory  shall  be  made 
by  a  registrant  for  each  registered  lo¬ 
cation.  In  the  event  controlled  substances 
in  the  possession  or  under  the  control 
of  the  registrant  at  a  location  for  which 
he  is  not  registered,  the  substances  shall 
be  included  in  the  inventory  of  the  reg¬ 
istered  location  to  which  they  are  subject 
to  control  or  to  which  the  person  pos¬ 
sessing  the  substance  is  responsible. 
Each  inventory  for  a  registered  location 
shall  be  kept  at  the  registered  location. 

(c)  A  separate  inventory  shall  be  made 
by  a  registrant  for  each  independent  ac¬ 
tivity  for  which  he  is  registered,  except 
as  provided  in  §  304.18. 

(d)  A  registrant  may  take  an  in¬ 
ventory  on  a  date  that  is  within  4  days 
of  his  biennial  inventory  date  pursu¬ 
ant  to  §  304.13  if  he  notifies  in  advance 
the  Regional  Director  of  the  Bureau  in 
his  region  of  the  date  on  which  he  will 
take  the  inventory.  A  registrant  may 
take  an  inventory  either  as  of  the  open¬ 
ing  of  business  or  as  of  the  close  of 
business  on  the  inventory  date.  The  reg¬ 
istrant  shall  indicate  on  the  inventory 
records  whether  the  inventory  is  taken 
as  of  the  opening  or  as  of  the  close 
of  business  and  the  date  the  inventory 
is  taken. 

(e)  An  inventory  must  be  maintained 
in  a  written,  typewritten  or  printed  form. 
An  inventory  taken  by  use  of  an  oral 
recording  device  must  be  promptly  tran¬ 
scribed. 

§  304.12  Initial  inventory  date. 

(a)  Every  person  required  to  keep 
records  who  is  provisionally  registered 
on  May  1,  1971,  shall  take  an  inventory 
of  all  stocks  of  controlled  substances  on 
hand  on  that  date  in  accordance  with 
§§  304.15-304.18,  as  applicable. 

(b)  Every  person  required  to  keep  rec¬ 
ords  who  is  registered  after  May  1,  1971, 
and  who  was  not  provisionally  regis¬ 
tered  on  that  date,  shall  take  an  inven¬ 
tory  of  all  stocks  of  controlled  substances 
on  hand  on  the  date  he  first  engages  in 
the  manufacture,  distribution,  or  dis¬ 
pensing  of  controlled  substances,  in  ac¬ 
cordance  with  §§  304.15-304.18,  as 
applicable. 

§  301.1.3  Kiciiiiial  itivenlory  date. 

Evei’y  2  years  following  the  date  on 
which  the  initial  inventory  is  taken  by  a 
registrant  pursuant  to  §  304.12,  the  regis¬ 
trant  shall  take  a  new  inventory  of  all 
stocks  of  controlled  substances  on  hand. 
The  biennial  inventory  may  be  taken  (a) 
on  the  day  of  the  year  on  which  the 
initial  inventory  was  taken  or  (b)  on  the 
registrant’s  regular  general  physical  in¬ 
ventory  date,  if  any,  which  is  nearest  to 
and  does  not  vary  by  more  than  6  months 
from  the  biennial  date  that  would  other¬ 
wise  apply  or  (c)  on  any  other  fixed  date 
which  does  not  vary  by  more  than  six 
months  from  the  biennial  date  that 
would  otherwise  apply.  If  the  registrant 
elects  to  take  the  biennial  inventory  on 
his  regular  general  physical  inventory 
date  or  another  fixed  date,  he  shall  notify 
the  Bureau  of  this  election  and  of  the 


date  on  which  the  biennial  inventory  will 
be  taken. 

§  304.14  Inventory  date  for  newly  eon- 
trolled  substances. 

On  the  effective  date  of  a  rule  by  the 
Director  pursuant  to  §§  316.77,  316.79  or 
316.80  of  this  chapter  adding  a  substance 
to  any  schedule  of  controlled  substances, 
which  substance  was,  immediately  prior 
to  that  date,  not  listed  on  any  such 
schedule,  every  registrant  required  to 
keep  records  who  is  manufacturing,  dis¬ 
tributing  or  dispensing  that  substance 
shall  take  an  inventory  of  all  stocks  of 
the  substance  on  hand.  Thereafter  such 
substance  shall  be  included  in  each  in¬ 
ventory  made  by  the  registrant  pursuant 
to  §  304.13. 

§  304.15  liiventurie!.  of  iiianufueliirerfi. 

Each  registered  manufacturer  shall 
include  the  following  information  in  his 
inventory: 

(a)  For  each  controlled  substance  in 
bulk  form  to  be  used  in  (or  capable  of 
use  in)  the  manufacture  of  the  same  or 
other  controlled  or  non-controlled  sub¬ 
stances  in  finished  form; 

(1)  The  name  of  the  substance;  and 

(2)  The  total  quantity  of  the  sub¬ 
stance  to  the  nearest  metric  unit  weight 
consistent  with  unit  size. 

(b)  For  each  controlled  substance  in 
the  process  of  manufacture  on  the  in¬ 
ventory  date, 

(1)  The  name  of  the  substance: 

(2)  The  quantity  of  the  substance  in 
each  batch  and/or  stage  of  manufacture,  • 
identified  by  the  batch  number  or  other 
appropriate  identifying  number: 

(3)  The  physical  form  which  the  sub¬ 
stance  is  to  take  upon  completion  of  the 
manufacturing  process  (e.g.,  granula¬ 
tions,  tablets,  capsules,  or  solutions) , 
identified  by  the  batch  number  or  other 
appropriate  identifying  number,  and  if 
possible  the  finished  form  of  the  sub¬ 
stance  (e.g.,  10-milligram  tablet  or  10- 
milligram  concentration  per  fluid  ounce 
or  milliliter)  and  the  number  or  volume 
thereof:  and 

(c)  For  each  controlled  substance  in 
finished  form, 

(1)  The  name  of  the  substance: 

(2)  Each  finished  form  of  the  sub¬ 
stance  (e.g.,  10-milligram  tablet  or  10 
milligram  concentration  per  fluid  ounce 
or  milliliter) ; 

(3)  The  number  of  units  or  volume  of 
each  finished  form  in  each  commercial 
container  (e.g.,  100-tablet  bottle  or  3 
milliliter  vial) ; 

(4)  The  number  of  each  commercial 
container:  and 

<5)  The  total  quantity  of  the  sub¬ 
stance  in  all  forms  to  the  nearest  metric 
unit  weight. 

(d)  For  each  controlled  substance  not 
included  in  paragraphs  (a),  (b)  or  (c)  of 
this  section  (e.g.,  damaged,  defective  or 
impure  substances  awaiting  disposal  or 
substances  held  for  research  purposes), 

(1)  The  name  of  the  t,ubstance: 

(2)  The  total  quantity  of  the  sub¬ 
stance  to  the  nearest  metric  unit  weight: 
and 

( 3 )  The  reason  for  the  substance  being 
maintained  by  the  registrant  and 
whether  such  substance  is  capable  of  use 
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in  the  manufacture  of  any  controlled 
substance  in  finished  form. 

§  304.16  Inventories  of  distributors. 

Each  registered  distributor  shall 
include  in  his  inventory  the  same  infor¬ 
mation  required  of  manufacturers  pur¬ 
suant  to  §  304.15  (c)  and  (d). 

§  304.17  Inventories  of  dispensers  and 
researehers. 

Each  person  registered  to  dispense  or 
conduct  research  with  controlled  sub¬ 
stances  and  required  to  keep  records 
pursuant  to  §  304.03  shall  include  in  his 
inventory  the  same  information  required 
of  manufacturers  pursuant  to  §  304.15  (c) 
and  (d).  In  determining  the  number  of 
units  of  each  finished  form  of  a 
controlled  substance  in  a  commercial 
container  which  has  been  opened,  the 
dispenser  shall  do  as  follows: 

(a)  If  the  substance  is  listed  in  sched¬ 
ule  I  or  n,  he  shall  make  a  tablet  or 
capsule  count:  and 

(b)  If  the  substance  is  listed  in 
schedule  in,  IV,  or  V,  he  shall  make  a 
tablet  or  capsule  count,  unless  the  con¬ 
tainer  is  graduated  to  reflect  its  content, 
in  which  case  he  may  make  an  estimate 
based  on  the  graduations. 

§  304.18  Inventories  of  importers  and 
exporters. 

Each  registered  importer  or  exporter 
shall  include  in  his  inventory  the  same 
information  required  of  manufacturers 
pursuant  to  §  304.15  (a),  (c),  and  (d). 
Each  registered  importer  and  exporter 
who  is  also  registered  as  a  manufacturer 
or  as  a  distributor  shall  include  in  his 
inventory  as  an  importer  or  exporter 
only  those  stocks  of  controlled  substances 
that  are  actually  separated  from  his 
stocks  as  a  manufacturer  or  as  a  dis¬ 
tributor  (e.g.,  in  transit  or  in  storage  for 
shipment) .  •  . 

§304.19  Inventories  for  elieniical 
analysts. 

Each  analytical  laboratory  registered 
to  conduct  chemical  analysis  with  con¬ 
trolled  substances  shall  include  in  its 
biennial  inventory,  to  the  extent  known 
or  readily  ascertainable,  the  same  infor¬ 
mation  required  of  manufacturers  pursu¬ 
ant  to  §  305.15  (a),  (c),  and  (d)  of  this 
chapter.  Appropriate  notations  on  a  re¬ 
production  or  facsimile  of  the  records  of 
receipt  and  delivery  or  disposal  of  con¬ 
trolled  substances  or  suspected  controlled 
substances  required  in  §  304.27  will  suf¬ 
fice  for  this  purpose. 

Continuing  Records 

§  304.21  General  requirements  for  eon- 
linuing  records. 

(a)  On  and  after  May  1,  1971,  every 
registrant  required  to  keep  records  pur¬ 
suant  to  §  304.03  shall  maintain  on  a 
current  basis  a  complete  and  accurate 
record  of  each  such  substance  manufac¬ 
tured,  imported,  received,  sold,  delivered, 
exported,  or  otherwise  disposed  of  by 
him,  except  that  no  registrant  shall  be 
required  to  maintain  a  perpetual 
inventory. 


(b)  Separate  records  shall  be  main¬ 
tained  by  a  registrant  for  each  registered 
location.  In  the  event  controlled  sub¬ 
stances  are  in  the  possession  or  under  the 
control  of  a  registrant  at  a  location  for 
which  he  is  not  registered,  the  substances 
shall  be  included  in  the  records  of  the 
registered  location  to  which  they  are 
subject  to  control  or  to  which  the  person 
possessing  the  substance  is  responsible. 

(c)  Separate  records  shall  be  main¬ 
tained  by  a  registrant  for  each  independ¬ 
ent  activity  for  which  he  is  registered, 
except  as  provided  in  §  304.25. 

§  304.22  Records  of  nianufucturers. 

Each  registered  manufacturer  shall 
maintain  records  with  the  following 
information; 

(a)  For  each  controlled  substance  in 
bulk  form  to  be  used,  or  capable  of  use 
in,  or  being  used  in,  the  manufacture  of 
the  same  or  other  controlled  or  non- 
controlled  substances  in  finished  form, 

(1)  The  name  of  the  substance: 

(2)  The  quantity  manufactured  in 
bulk  form  by  the  registrant,  including 
the  date,  quantity  and  batch  or  other 
identifying  number  of  each  batch 
manufactured: 

(3)  The  quantity  received  from  other 
persons,  including  the  date  and  quan¬ 
tity  of  each  receipt  and  the  name,  ad¬ 
dress,  and  registration  number  of  the 
other  person  from  whom  the  substance 
was  received: 

(4)  The  quantity  imported  directly  by 
the  registrant  (under  a  registration  as 
an  importer)  for  use  in  manufacture  by 
him,  including  the  date,  quantity,  and 
import  permit  or  declaration  number  for 
each  importation: 

(5)  The  quantity  used  to  manufacture 
the  same  substance  in  finished  form, 
including; 

(i)  The  date  and  batch  or  other  iden¬ 
tifying  number  of  each  manufacture: 

(ii)  The  quantity  used  in  the 
manufacture: 

(hi)  The  finished  form  (e.g.,  10-milli¬ 
gram  tablets  or  100-milligram  concen¬ 
tration  per  fiuid  ounce  or  milliliter) : 

(iv)  The  number  of  units  of  finished 
form  manufactured: 

(v)  The  quantity  used  in  quality 
control: 

(Vi)  The  quantity  lost  during  manu¬ 
facturing  and  the  causes  therefor,  If 
known: 

(vii)  The  total  quantity  of  the  sub¬ 
stance  contained  in  the  finished  form; 

(viii)  The  theoretical  and  actual 
yields;  and 

(ix)  Such  other  information  as  is  nec¬ 
essary  to  account  for  all  controlled  sub¬ 
stances  used  in  the  manufacturing 
process : 

(6)  The  quantity  used  to  manufacture 
other  controlled  and  noncontrolled  sub¬ 
stances,  including  the  name  of  each  sub¬ 
stance  manufactured  and  the  informa¬ 
tion  required  in  subparagraph  (5)  of  this 
paragraph: 

(7)  The  quantity  distributed  in  bulk 
form  to  other  persons,  including  the  date 
and  quantity  of  each  distribution  and 
the  name,  address,  and  registration  num¬ 


ber  of  each  person  to  whom  a  distribu¬ 
tion  was  made; 

(8)  The  quantity  exported  directly  by 
the  registrant  (imder  a  registration  as 
an  exporter),  including  the  date,  quan¬ 
tity,  and  export  permit  or  declaration 
number  of  each  exportation: 

(9)  The  quantity  disposed  of  in  any 
other  manner  by  the  registrant,  includ¬ 
ing  the  date  and  manner  of  disposal  and 
the  quantity  disposed. 

(b)  For  each  controlled  substance  in 
finished  form, 

( 1 )  The  name  of  the  substance : 

(2)  Each  finished  form  (e.g.,  10-milli¬ 
gram  tablet  or  10-milligram  concentra¬ 
tion  per  fiuid  ounce  or  milliliter)  and  the 
number  of  units  or  volume  of  finished 
form  in  each  commercial  container  (e.g., 
100-tablet  bottle  or  3-milliliter  vial) ; 

(3)  The  number  of  each  commercial 
container  of  finished  form  manufactured 
from  bulk  form  by  the  registrant,  includ¬ 
ing  the  information  required  pursuant 
to  subparagraph  (5)  of  paragraph  (a) 
of  this  section: 

(4)  The  number  of  units  of  finished 
forms  and/or  commercial  containers  re¬ 
ceived  from  other  persons,  including  the 
date  of  and  number  of  imits  and/or  com¬ 
mercial  containers  in  each  receipt  and 
the  name,  address,  and  registration  num¬ 
ber  of  the  person  from  whom  the  units 
were  received; 

(5)  The  number  of  units  of  finished 
forms  and/or  commercial  containers  im¬ 
ported  directly  by  the  registrant  (under 
a  registration  as  an  importer) ,  including 
the  date  of  and  the  number  of  units  and 
for  commercial  containers  in  each 
importation: 

(6)  The  number  of  units  and/or  com¬ 
mercial  containers  manufactured  by  the 
registrant  from  units  in  finished  form 
received  from  others  or  imported, 
including: 

(i)  The  date  and  batch  or  other  iden¬ 
tifying  number  of  each  manufacture: 

(ii)  The  operation  performed  (e.g., 
repackaging  or  relabeling: 

(iii)  The  number  of  units  of  finished 
form  used  in  the  manufacture,  the  num¬ 
ber  manufactured  and  the  number  lost 
during  manufacture,  with  the  causes 
therefor,  if  known:  and 

(iv)  Such  other  information  as  is  nec¬ 
essary  to  account  for  all  controlled  sub- 
.stances  used  in  the  manufacturing 
process : 

(7)  The  number  of  commercial  con¬ 
tainers  distributed  to  other  persons,  in¬ 
cluding  the  date  of  and  number  of  con¬ 
tainers  in  each  distribution,  and  the 
name,  address,  and  registration  number 
of  the  person  to  whom  the  containers 
were  distributed: 

(8)  The  number  of  commercial  con¬ 
tainers  exported  directly  by  the  regis¬ 
trant  (under  a  registration  as  an  ex¬ 
porter),  including  the  date,  number  of 
containers  and  export  permit  or  declara¬ 
tion  number  for  each  exportation;  and 

(9)  The  number  of  imits  of  finished 
forms  and/or  commercial  containers  dis¬ 
posed  of  in  any  other  manner  by  the 
registrant,  including  the  date  and 
manner  of  disposal  and  the  quantity  of 
the  substance  in  finished  form  disposed. 
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§  304.23  Kocords  for  dislriLulors. 

Each  registered  distributor  shall  main¬ 
tain  records  with  the  following  informa¬ 
tion  for  each  controlled  substance : 

(a)  The  name  of  the  substance; 

(b)  Each  finished  form  (e.g.,  10-milli¬ 
gram  tablet  or  10-milligram  concentra¬ 
tion  per  fluid  ounce  or  milliliter)  and  the 
number  of  imits  or  volume  of  finished 
form  in  each  commercial  container  (e.g., 
100-tablet  bottle  or  3-milliliter  vial) ; 

(c)  The  number  of  each  commercial 
container  of  such  finished  form  received 
from  other  persons,  including  the  date 
of  and  number  of  containers  in  each  re¬ 
ceipt  and  the  name,  address,  and  regis¬ 
tration  niunber  of  the  person  from  whom 
the  containers  were  received; 

(d)  The  number  of  commercial  con¬ 
tainers  of  such  finished  form  by  the 
registrant  (under  a  registration  as  an 
importer),  including  the  date  of  and  the 
number  of  containers  in  each  importa¬ 
tion; 

(e)  The  number  of  commercial  con¬ 
tainers  of  such  finished  form  distributed 
to  other  persons,  including  the  date  of 
and  number  of  containers  in  each  distri¬ 
bution  and  the  name,  address,  and  regis¬ 
tration  number  of  the  person  to  whom 
the  containers  were  distributed; 

(f)  The  number  of  commercial  con¬ 
tainers  of  such  finished  form  directly 
by  the  registrant  (imder  a  registration 
as  an  exporter),  including  the  date  of 
and  the  number  of  containers  in  each 
exportation:  and 

(g)  The  number  of  imits  or  volume 
of  finished  forms  and/or  commercial 
containers  disposed  of  in  any  other  man¬ 
ner  by  the  registrant,  including  the  date 
and  manner  of  disposal  and  the  quantity 
of  the  substance  in  finished  form  dis¬ 
posed. 

§  301.24  RrcordM  for  dispensers  uiid 
rosearcliers. 

Each  person  registered  to  dispense  or 
conduct  research  with  controlled  sub¬ 
stances  and  required  to  keep  records  pur¬ 
suant  to  §  304.03  shall  maintain  records 
with  the  following  information  for  each 
controlled  substance: 

(a)  The  name  of  the  substance; 

(b)  Each  finished  form  (e.g.,  10  milli¬ 
gram  tablet  or  10  milligram  concentra¬ 
tion  per  fluid  ounce  or  milliliter)  and  the 
number  of  units  or  volume  of  finished 
form  in  each  commercial  container  (e.g., 
100-tablet  bottle  or  3-milliliter  vial) ; 

(c)  The  number  of  each  commercial 
container  of  such  finished  form  received 
from  other  persons,  including  the  date  of 
and  number  of  containers  in  each  receipt 
and  the  name,  address,  and  registra¬ 
tion  number  of  the  person  from  whom 
the  containers  were  received: 

(d)  The  number  of  units  or  volume  of 
such  finished  form  dispensed,  including 
the  name  and  address  of  the  person  to 
whom  it  was  dispensed,  the  date  of  dis¬ 
pensing,  the  number  of  units  or  volume 
dispensed,  and  the  written  or  typewritten 
name  or  initials  of  the  individual  who 
dispensed  or  administered  the  substance 
on  behalf  of  the  dispenser;  and 

(e)  The  number  of  units  or  volume 
of  such  finished  forms  and/or  commer¬ 


cial  containers  disposed  of  in  any  other 
manner  by  the  registrant,  including  the 
date  and  manner  of  disposal  and  the 
quantity  of  the  substance  in  finished 
form  disposed. 

§  .304.2.3  Record?,  for  importer!?. 

Each  registered  importer  shall  ipain- 
tain  records  with  the  following  informa¬ 
tion  for  each  controlled  substance; 

(a)  The  name  of  the  substance; 

•  b)  The  quantity  (or  number  of  units 
or  volume  in  finished  form)  imported,  in¬ 
cluding  the  date,  quantity  (or  number 
of  units  or  volume),  and  import  permit 
or  declaration  number  for  each  im¬ 
portation; 

(c)  The  quantity  (or  number  of  units 
or  volume  in  finished  form)  distributed 
to  other  persons,  including  the  date  and 
quantity  (or  number  of  units  or  volume) 
of  each  distribution  and  the  name,  ad¬ 
dress,  and  registration  number  of  each 
person  to  whom  a  distribution  was  made; 
and 

(d)  The  quantity  disposed  of  in  any 
other  manner  by  the  registrant  (except 
quantities  used  in  manufacturing  by  an 
importer  under  a  registration  as  a  man¬ 
ufacturer,  which  quantities  are  to  be 
recorded  pursuant  to  §  304.22  Ca)  (4)  or 
(b)(5)),  including  the  date  and  manner 
of  disposal  and  the  quantity  disposed. 

§  304.26  Records  of  exporters. 

Each  registered  exporter  shall  main¬ 
tain  records  with  the  following  informa¬ 
tion  for  each  controlled  substance: 

(a)  The  name  of  the  substance; 

(b)  The  quantity  (or  number  of  units 
or  volume  in  finished  form)  received 
from  other  persons,  including  the  date 
and  quantity  (or  number  of  units  or 
volume)  of  each  receipt  and  the  name, 
address,  and  registration  number  of  each 
person  from  whom  the  substance  was 
received; 

(c)  The  quantity  (or  number  of  units 
or  volume  in  finished  form)  exported,  in¬ 
cluding  the  date,  quantity  (or  number 
of  units  or  volume) ,  and  the  export  per¬ 
mit  or  declaration  number  for  each  ex¬ 
portation,  but  excluding  all  quantities 
(and  numbers  of  units  and  volumes) 
manufactured  by  an  exporter  under  a 
registration  as  a  manufacturer,  which 
quantities  (and  numbers  of  units  and 
volumes)  are  to  be  recorded  pursuant 
to  §  304.22  (a)  (8)  or  (b)  (8) ;  and 

(d)  The  quantity  disposed  of  in  any 
other  manner  by  the  registrant,  includ¬ 
ing  the  date  and  manner  of  disposal  and 
the  quantity  disposed. 

§  304.27  Records  for  clieniical  analysis. 

(a)  Each  person  registered  to  conduct 
chemical  analysis  with  controlled  sub¬ 
stances  shall  maintain  records  with  the 
following  information  (to  the  extent 
known  and  reasonably  ascertainable  by 
him)  for  each  controlled  substance; 

(1)  The  name  of  the  substance; 

(2)  The  form  or  forms  the  substance 
is  received  in  (e.g.,  powder,  granulation, 
tablet,  capsule,  or  solution)  and  the 
concentration  of  the  substance  in  each 
form  (e.g.,  E.P.,  U.S.P.,  10-milligram 
tablet  or  10 -milligram  concentration  per 
milliliter) ; 


(3)  The  total  quantity  of  the  forms 
received  (e.g.,  100  tablets,  30  one-milli¬ 
liter  vials,  or  10  grams  of  powder),  in¬ 
cluding  the  date  and  quantity  of  each 
receipt  and  the  name,  address,  and  reg¬ 
istration  number,  if  any,  of  each  person 
from  whom  the  substance  was  received; 

(4)  The  quantity  distributed  or  dis¬ 
posed  of  in  any  manner  by  the  registrant 
(except  quantities  used  in  chemical 
analysis  or  other  laboratory  work),  in¬ 
cluding  the  date  and  manner  of  dis¬ 
tribution  or  disposal,  and  the  name,  ad¬ 
dress  and  registration  number,  if  any,  of 
each  person  to  whom  the  substance  was 
distributed. 

(b)  Records  of  controlled  substances 
used  in  chemical  analysis  or  other  labo¬ 
ratory  work  are  not  required. 

(c)  In  the  case  of  known  or  suspected 
controlled  substances  received  for  identi¬ 
fication,  analysis  or  evidentiary  pur¬ 
poses,  the  gross  weight  of  the  sealed  evi¬ 
dence  container  with  its  contents  may 
be  used  in  lieu  of  the  detailed  informa¬ 
tion  required  in  paragraphs  (a)  (2)  and 
(3)  of  this  section.  Nothing  in  this  sec¬ 
tion  shall  be  construed  to  require  any 
analysis  not  otherwise  needed  or 
contemplated. 

Reports 

§  304.31  Reports  from  niunufaeturers 
and  importers. 

( a )  Each  registered  manufacturer  and 
registered  importer  shall  submit  a  quar¬ 
terly  report  (END  Form  234)  account¬ 
ing  for  all  stocks  of  narcotic  controlled 
substances  on  hand  at  the  beginning  and 
at  the  end  of  the  quarter,  and  for  all 
receipts  (END  Form  234a),  dispositions 
(END  Form  234b) ,  manufacturing  (END 
Form  234c)  and  packaging  (END  Form 
234d),  of  such  substances.  The  returns 
shall  be  submitted  to  the  Distribution 
Audit  Eranch,  Eureau  of  Narcotics  and 
Dangerous  Drugs,  U.S.  Department  of 
Justice,  Washington,  D.C.  20537,  on  or 
before  the  15th  day  of  the  month 
succeeding  the  period  for  which  it  is 
submitted. 

(b)  All  narcotic  controlled  substances 
received  by  a  manufacturer  or  importer, 
shall  be  recorded  on  Form  234a  in  order 
and  at  the  time  of  receipt.  Where  record 
on  Form  234a  cannot,  for  any  good  and 
sufficient  reason,  be  made  immediately, 
the  manufacturer  or  importer  shall  have 
available  for  inspection  such  invoices, 
delivery  or  duplicate  sales  slips,  or  other 
papers  or  records  as  may  be  required  to 
evidence  any  unrecorded  purchase  or 
receipt. 

(c)  All  dispositions  of  narcotic  con¬ 
trolled  substances  by  a  manufacturer  or 
importer,  including  exports,  distributions, 
and  losses,  shall  be  reported  on  END 
Form  234b.  A  separate  sheet,  properly 
headed  in  the  space  provided,  shall  be 
used  for  each  different  type  of  trans¬ 
action.  On  each  sheet  separate  entries 
shall  be  used  to  report  dispositions  of 
each  substance  and  of  each  different 
type  and  size  of  container  or  unit  in¬ 
volved.  All  losses  reported  shall  be  fully 
explained.  The  details  of  all  exports  and 
all  domestic  distributions  of  narcotic 
controlled  substances  other  than  (1) 
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Methylmorphine  (codeine),  (2)  Ethyl- 
morphine  (Dionin),  and  (3)  Narcotic 
controlled  substances  in  schedules  in, 

IV,  and  V  sold  to  practitioners,  shall  be 
reported  in  full  on  END  Form  234b.  The 
details  of  distributions  of  (1)  Methyl- 
morphine  (codeine),  (2)  Ethylmorphine 
(Dionin)  and  (3)  Narcotic  controlled 
substances  in  schedules  III,  IV,  and  V 
sold  to  practitioners,  shall  be  included  in 
summarized  entries  on  END  Form  234b. 
For  all  such  distributions  not  reported 
in  detail  the  manufacturer  shall  have 
available  for  inspection  original  sales 
orders,  delivery  slips,  of  other  papers  or 
records  sufficient  to  fully  evidence  and 
explain  the  dispositions. 

(d)  All  narcotic  controlled  substances 
used  in  the  production  of  other  dimgs  or 
preparations,  with  the  exception  of 
transactions  involving  original  manu¬ 
facture  from  raw  opium  or  coca  leaves, 
shall  be  entered  on  END  Form  234c  in 
the  order  and  at  the  time  they  are  placed 
into  the  process  of  manufacture.  All 
narcotic  controlled  substances  and  pre¬ 
parations  produced  therefrom  shall  be 
entered  on  the  same  form,  at  the  time  of 
production,  which  entry  shall  be  clearly 
identified  with  the  entry  of  substances 
used  in  their  production.  Where  record  of 
“Used  for  Production”  or  “Production” 
cannot  be  made  immediately  the  manu¬ 
facturer  shall  have  available  such  batch 
tags,  production  orders,  or  other  papers 
as  may  be  required  to  evidence  any  un¬ 
recorded  quantity  used  or  produced.  Any 
loss  in  manufacture,  and  any  recoverable 
wastes  salvaged  from  the  manufacture 
shall  be  reported.  All  such  wastes  shall 
be  returned  to  raw  stock  and  included  in 
the  report  of  raw  materials  on  hand  at 
the  end  of  the  month.  Any  narcotic  con¬ 
trolled  substances  actively  in  process  of 
manufacture  at  the  end  of  the  month 
shall  be  so  reported.  Where  substances 
are  placed  in  process  during  one  quarter 
and  a  portion  of  the  production  is  re¬ 
moved  from  process  as  finished  goods 
during  the  same  quarter,  the  portion  thus 
removed  from  process  shall  be  reported 
“Produced”  and  the  remainder  reported 
as  “In  process”  at  the  close  of  the  period. 
Narcotic  controlled  substances  placed  in 
process  for  the  manufacture  of  narcotic 
controlled  substances  listed  in  schedule  V 
shall  be  reported  on  a  separate  END  Form 
234c,  on  which  the  kind  and  quantity  of 
narcotic  used  and  the  name  of  the  sub¬ 
stance  to  be  produced  therefrom  shall  be 
stated. 

(e)  All  narcotic  controlled  substances, 
either  bulk  finished  goods  or  goods  al¬ 
ready  packaged,  which  are  used  during 
the  quarter  for  packaging  or  repackaging 
into  commercial  containers  shall  be  re¬ 
ported  as  credit  entries  in  END  Form 
234d,  and  in  each  instance  clearly  identi¬ 
fied  with  the  entry  of  substance  used  in 
such  packaging.  A  separate  entry  shall 
be  made  for  each  different  size  of  pack¬ 
age  produced,  but  all  entries  represent¬ 
ing  a  single  packaging  lot  shall  ^ 
grouped  together.  The  number  of  pack¬ 
ages  of  a  given  size  produced,  the  size 
of  the  package  (indicating  the  number 
of  pills,  tablets,  ounces,  etc.),  the  nar¬ 
cotic  controlled  contained  in  each  unit 


in  the  package,  the  total  narcotic  con¬ 
trolled  substance  content  of  each  pack¬ 
age,  and  the  aggregate  narcotic  con¬ 
trolled  substance  content  of  all  pack¬ 
ages  represented  by  the  entry  shall  be 
indicate.  The  recoverable  wastes  sal¬ 
vaged  from  the  packaging  operation  and 
the  losses  in  packaging  shall  be  shown 
as  credit  entries  on  the  form.  All  recov¬ 
erable  wastes  reported  during  the  quar¬ 
ter  shall  be  returned  to  raw  stock  and 
further  accounted  for  as  raw  materials. 
Any  goods  actively  in  process  of  packag¬ 
ing  at  the  close  of  the  quarter  shall  be 
so  reported.  Where  substances  are  placed 
in  process  for  packaging  during  one 
quarter  and  a  portion  thereof  are  re¬ 
moved  as  packages  produced  during  the 
same  quarter,  the  portion  thus  removed 
shall  be  reported  at  packages  produced 
and  the  remainder  reported  as  in  proc¬ 
ess  at  the  end  of  the  quarter. 

(f)  Each  manufacturer  and  importer 
shall  submit  as  a  part  of  his  fourth  quar¬ 
terly  return  (END  Form  234)  an  inven¬ 
tory  (END  Form  234e)  of  narcotic  con¬ 
trolled  substances  which  are  in  his 
possession  on  December  31  of  each  year. 
The  substances  shall  be  classified  as 
follows: 

(1)  Raw  materials. 

(2)  Goods  in  process. 

(3)  Finished  bulk  stock. 

(4)  Fiaiished  goods  in  marketable 
packages. 

(5)  Miscellaneous  stock. 

§  304.32  Reports  of  distrihiilors  and 
exporters. 

(a)  Every  registered  distributor  and 
registered  exporter  shall  submit  a 
monthly  return  on  END  Form  235  and  its 
supplements  235a  and  235b  accounting 
for  all  transactions  involving  narcotic 
controlled  substances,  including  all  re¬ 
ceipts  (END  Form  235a)  and  disposi¬ 
tions  (END  Form  234b) .  The  return  shall 
be  submitted  to  the  Distribution  Audit 
Eranch,  Bureau  of  Narcotics  and  Dan¬ 
gerous  Drugs,  Department  of  Justice, 
Washington,  D.C.  20537,  on  or  before  the 
15th  day  of  the  month  succeeding  that 
for  which  the  return  is  submitted. 

(b)  All  narcotic  controlled  substances 
received  by  a  distributor  or  exporter 
shall  be  recorded  on  END  Form  235a  in 
order  and  at  the  time  of  receipt.  Where 
a  record  on  END  Form  235a  cannot,  for 
any  good  and  sufficient  reason,  be  made 
immediately,  the  distributor  or  exporter 
shall  have  available  for  inspection  such 
invoices,  delivery  or  duplicate  sales  slips, 
or  other  papers  or  records  as  may  be  re¬ 
quired  to  evidence  any  unrecorded  pur¬ 
chase  or  other  receipt. 

(c)  All  dispositions  of  narcotic  con¬ 
trolled  substances,  including  distribu¬ 
tions,  exports,  and  losses,  shall  be  re¬ 
ported  on  END  Form  235b.  A  separate 
sheet,  properly  headed  in  the  space  pro¬ 
vided,  shall  be  used  for  each  different 
type  of  transaction.  On  each  sheet  sep¬ 
arate  entries  shall  be  made  of  disposi¬ 
tions  of  each  substance  and  of  each  dif¬ 
ferent  type  and  size  of  container  or  unit 
involved.  All  losses  reported  shall  be 
fully  explained.  The  details  of  all  exports 
of  narcotic  controlled  substances,  and 


the  details  of  all  domestic  distributions 
of  narcotic  controlled  substances  other 
than  (1)  Methylmorphine  (codeine), 

(2)  Ethylmorphine  (Dionin),  and  (3) 
Narcotic  controlled  substances  in  sched¬ 
ules  III,  IV,  and  V  sold  to  practitioners 
shall  be  reported  on  END  Form  235b. 
The  details  of  distributions  of  (1)  meth¬ 
ylmorphine  (codeine),  (2)  ethylmor¬ 
phine  (Dionin),  and  (3)  narcotic  sub¬ 
stances  in  schedules  III,  IV,  and  V 
distributed  to  practitioners  shall  be  in¬ 
cluded  in  summarized  entries  on  END 
Form  235b,  For  all  such  distributions  not 
reported  in  detail  the  distributor  shall 
have  available  for  inspection  original 
sales  ciders,  delivery  slips,  or  other  pa¬ 
pers  or  records  sufficient  to  fully  evi¬ 
dence  and  explain  the  dispositions. 

(d)  Each  distributor  and  exporter 
shall  submit,  as  part  of  his  December 
return  on  END  Form  235  and  its  supple¬ 
ments,  an  inventory  on  END  Form  235c 
of  schedules  I  through  V  narcotic  con¬ 
trolled  substances,  which  are  in  his  pos¬ 
session  on  December  31  of  each  year.  A 
separate  entry  shall  be  made  for  each 
narcotic  substance  as  follows: 

(1)  the  name,  quantity,  and  narcotic 
content  of  the  drug  or  preparation: 

(2)  the  size  of  the  individual 
container: 

(3)  the  number  of  containers: 

( 4 )  the  total  narcotic  content  of  all  the 
containers  covered  by  the  entry,  classi¬ 
fied  according  to  the  narcotic  substance 
in  the  drug  or  preparation. 

(e)  The  distributor  shall  report  on 
END  Form  235  a  complete  summary  of 
transactions  for  the  month. 

§  304.33  Reports  from  nmiuifaetiirers 
importing  opium. 

(a)  Every  manufacturer  importing 
crude  opium  shall  submit,  in  addition  to 
the  report  on  END  Form  234  and  its  sup¬ 
plements,  END  Form  163  and  its  supple¬ 
ments,  163a  and  163b,accounting  for  the 
importation  and  for  all  manufacturing 
operations  performed  between  importa¬ 
tion  and  the  production  in  bulk  of  fin¬ 
ished  marketable  products,  standard¬ 
ized  in  accordance  with  the  U.S.  Pharma¬ 
copeia,  National  Formulary,  or  other 
recognized  medical  standards.  Subse¬ 
quent  manufacture  from  such  products, 
including  bottling  or  packaging  opera¬ 
tions,  shall  be  accounted  for  in  the  quar¬ 
terly  returns  on  END  Form  234  and  its 
supplements.  END  Form  163  and  its  sup¬ 
plements  shall  be  submitted  quarterly  to 
the  Distribution  Audit  Branch,  BNDD, 
Department  of  Justice,  Washington,  D.C. 
20537,  on  or  before  the  15th  day  of  the 
month  immediately  following  the  period 
for  which  it  is  submitted. 

(b)  The  report  of  manufacture  from 
crude  opium  shall  consist  of  summaries 
(END  Forms  163  and  163a)  with  sup¬ 
porting  detail  sheets  (on  END  Form 
163b)  accounting  for  original  manufac¬ 
ture  from  crude  opium,  production  from 
morphine  for  further  manufacture  and 
production  from  manufacturing  opium, 
and  also  accounting  for  stocks  of  crude 
opium,  manufacturing  opium,  morphine 
for  further  manufacture  and  other  crude 
alkaloids. 
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(c)  The  detail  sheet  (BND  Form 
163b)  supiwrting  the  summary  of  origi¬ 
nal  manufacture  from  crude  opium  shall 
show  separately  the  crude  opium  used 
for  the  manufacture  of  opium  tinctures 
and  extracts,  crude  opium  used  for  the 
extraction  of  alkaloids,  crude  opium  used 
for  the  manufacture  of  controlled  sub¬ 
stances  listed  in  schedule  V,  and  crude 
opium  used  for  the  production  of  manu¬ 
facturing  opium;  and  shall  show  separ¬ 
ately  the  medicinal  opium,  alkaloids  and 
salts,  opium  tinctures  and  extracts,  con¬ 
trolled  substances  listed  in  schedule  V, 
and  manufacturing  opium  produced. 

(d)  Importation  of  opium  shall  be 
reported  in  summarized  entries  in  the 
debit  summary  of  the  quarterly  report 
(BND  Form  234)  and  shall  be  immedi¬ 
ately  reported  by  similar  summarized 
entries  in  the  credit  summary  of  the 
quarterly  report  (BND  Form  234)  as 
transferred  to  importing  manufacturer’s 
report.  SUCh  importations  shall  further 
be  reported  in  summary  (BND  Form 
163)  and  supporting  detail  sheets  (BND 
Form  163b).  Products  manufactured 
therefrom  shall  be  r#orted  as  produced 
in  accordance  with  paragraphs  (b)  and 

(c)  of  this  section  and,  with  the  excep¬ 
tion  of  manufacturing  opium,  morphine 
for  further  manufacture,  and  other 
crude  or  unfinished  alkaloids,  shall  be 
transferred  to  the  quarterly  report  (BND 
Form  234)  when  reported  produced. 

(e)  Upon  importation  of  crude  opium, 
samples  w’ill  be  selected  and  assays  made 
by  the  importing  manufacturer  in  the 
manner  and  according  to  the  method 
specified  in  the  U.S.  Pharmacopoeia. 
These  assays  shall  be  accoimted  for  in 
terms  of  its  anhydrous  morphine  alka¬ 
loid  content.  Where  final  assay  data  is 
not  determined  at  the  time  of  rendering 
report,  the  report  shall  be  made  on  the 
basis  of  the  best  data  available,  subject 
to  adjustment,  and  the  necessary  adjust¬ 
ing  entires  shall  be  made  on  the  next 
report. 

(f)  Upon  withdrawal  of  crude  opium 
from  customs  custody,  the  importing 
manufacturer  shall  assign  to  each  con¬ 
tainer  an  identification  mark  or  number 
by  which  the  opium  will  be  associated 
with  the  lot  assay  and  identified  in 
reiwrts. 

(g)  Where  factory  procedure  is  such 
that  partial  withdrawals  of  opium  are 
made  from  individual  containers,  there 
shall  be  attached  to  each  container  a 
stock  record  card  on  which  shall  be  kept 
a  complete  record  of  all  withdrawals 
therefrom. 

(h)  Manufacturing  opium  shall  be 
reported  produced  when  it  comes  into 
existence  in  that  form  in  which  it  is 
intended  for  exclusive  use  in  further 
manufacture.  Medicinal  opium,  mor¬ 
phine  and  its  salts,  or  other  alkaloids  or 
derivatives  produced  exclusively  for  dis¬ 
tribution  shall  be  reported  as  produced 
when  manufacture  has  actually  been 
completed  and  the  finished  marketable 
product  ready  for  packaging  and  distri¬ 
bution.  Such  products  shall  be  regarded 
as  ready  for  packaging  and  distribu¬ 
tion  as  soon  as  all  processing  other 
than  mere  packaging  has  been  com¬ 


pleted.  Medicinal  opiiun,  tinctures, 
extracts,  or  other  products  manufactured 
partly  for  distribution  and  partly  for  use 
in  further  manufacture  will  be  reported 
produced  as  soon  as  manufacture  is 
complete  and  they  are  ready  either  for 
use  in  further  manufacture  or  for  pack¬ 
aging  for  distribution. 

(i)  No  accumulations  of  morphine  or 
other  narcotic  controlled  substances  in 
their  pure  or  near-pure  states  shall  be 
permitted  to  remain  inactively  in  proc¬ 
ess.  All  such  products  nearing  com-ple- 
tion  of  their  respective  procei^es  and 
approaching  a  condition  of  purity  shall 
be  carefully  protected,  promptly  com¬ 
pleted,  and  immediately  transferred  to 
finished  stocks,  and  reported  as 
produced. 

(j)  In  making  conversions  of  opium 
alkaloids  and  their  salts  to  anhydrous 
morphine  the  quantity  of  the  particular 
alkaloid  or  salt  in  avoirdupois  ounces 
shall  be  multipled  by  a  conversion  factor 
arrived  at  by  ascertaining  the  ratio,  car¬ 
ried  to  the  fourth  decimal  place,  between 
the  respective  molecular  weight  of  such 
alkaloid  or  salt  and  the  molecular  weight 
of  anhydrous  morphine  (285.16),  such 
weights  being  computed  to  the  third 
decimal  place  from  the  chemical  formu¬ 
lae  of  the  substances  and  the  atomic 
weights  of  elements,  as  adopted  by  the 
International  Committee  on  Chemical 
Elements  and  published  in  the  latest 
edition  of  the  U.S.  Pharmacopoeia. 

§301.34  Reporls  of  nianufartiirors  im¬ 
porting  iiirclicinal  cora  leaves. 

(a)  Every  manufacturer  importing 
raw  coca  leaves  for  the  manufactvure  of 
medicinal  products  shall  submit,  in  addi¬ 
tion  to  the  report  pn  BND  Form  234  and 
its  supplements,  BND  Form  168  and  its 
supplements,  168a  and  168b,  accounting 
for  the  importation  and  for  all  manu¬ 
facturing  operations  performed  between 
the  importation  and  the  manufacture  of 
bulk  or  finished  products  standardized  in 
accordance  with  U.S.  Pharmacopeia, 
National  Formulary,  or  other  recognized 
standards.  Subsequent  manufacture 
from  such  products,  including  bottling 
or  packaging  operations,  shall  be 
accounted  for  in  quarterly  reports  on 
BND  Form  234  and  its  supplements. 
Reports  on  Form  168  and  its  supplements 
shall  be  submitted  quarterly  to  the  Dis¬ 
tribution  Audit  Branch,  Bureau  of  Nar¬ 
cotics  and  Dangerous  Drugs,  Depart¬ 
ment  of  Justice,  Washington,  D.C.  20537, 
on  or  before  the  15th  day  of  the  month 
immediately  following  the  period  for 
which  it  is  submitted. 

(b)  The  report  of  manufacture  from 
medicinal  coca  leaves  shall  consist  of 
summaries  (BND  Forms  168  and  168a) 
with  supporting  detail  sheets  (BND 
Form  168b)  accovmting  for  original  man¬ 
ufacture  from  such  leaves,  conversions 
or  production  from  manufacturing  coca 
extracts,  and  also  accounting  for  stocks 
of  raw  coca  leaves,  manufacturing  coca 
extracts,  and  other  crude  coca  alkaloids. 

(c)  The  detail  sheets  (BND  Form 
168b)  supporting  the  summary  of  origi¬ 
nal  manufacture  from  medicinal  coca 
leaves,  shall  show  separately  the  coca 
leaves  used  for  the  manufacture  of  man¬ 


ufacturing  coca  extracts,  coca  leaves 
used  for  the  direct  manufacture  of  mar¬ 
ketable  coca  tinctures  and  extracts,  and 
coca  leaves  used  for  the  extraction  of 
alkaloids,  and  shall  show  separately  the 
coca  alkaloids  and  salts,  coca  tinctures 
and  extracts,  and  manufacturing  coca 
extracts  produced. 

(d)  Importations  of  medicinal  coca 
leaves  shall  be  reported  in  summarized 
entries  in  the  debit  summary  of  the  quar¬ 
terly  report  (BND  Form  234)  and  shall 
be  immediately  reported  by  similar  sum¬ 
marized  entries  in  the  credit  summary 
of  the  quarterly  report  (BND  Form  234) 
as  transferred  to  importing  manufac- 
tftrer’s  report.  Such  importations  shall 
further  be  reported  in  summary  (BND 
Form  168)  and  supporting  detail  sheets 
(BND  Form  168b).  Products  manufac¬ 
tured  therefrom  shall  be  reported  as 
produced  in  accordance  w'ith  paragraph 
(h)  of  this  section  and,  with  the  excep¬ 
tion  of  manufacturing  coca  extracts, 
residues  or  bases  for  further  mamxfac- 
ture,  and  other  crude  or  vmfinished  al¬ 
kaloids,  shall  be  transferred  to  the 
quarterly  report  (BND  Form  234)  when 
reported  produced. 

(e)  Upon  importation  of  medicinal 
coca  leaves,  samples  will  be  selected  and 
assays  made  by  the  importing  manufac¬ 
turer  in  accordance  with  recognized 
chemical  procedures.  These  assays  shall 
form  the  basis  of  accoimting  for  such 
coca  leaves,  which  shall  be  accounted  for 
in  terms  of  their  cocaine  alkaloid  con¬ 
tent  or  equivalency  or  their  total  an¬ 
hydrous  coca  alkaloid  content.  Where 
final  assay  data  is  not  determined  at  the 
time  of  Submitting  the  report,  the  report 
shall  be  made  on  the  basis  of  the  best 
data  available,  subject  to  adjustment, 
and  the  necessary  adjusting  entries  shall 
be  made  on  the  next  report. 

(f)  Upon  withdrawal  of  medicinal 
coca  leaves  from  customs  custody,  the 
importing  manufacturer  shall  assign  to 
each  bale  or  container  an  identification 
mark  or  number  by  which  the  coca  leaves 
w'ill  be  associated  with  the  lot  assay  and 
identified  in  reports. 

(g)  Where  factory  procedure  is  such 
that  partial  withdrawals  of  medicinal 
coca  leaves  are  made  from  individual 
containers,  there  shall  be  attached  to  the 
container  a  stock  record  card  on  which 
shall  be  kept  a  complete  record  of  with¬ 
drawals  therefrom. 

(h)  Manufacturing  coca  extracts  shall 
be  reported  as  produced  when  they  come 
into  existence  in  that  form  in  which  they 
are  intended  for  exclusive  use  in  further 
manufacture.  Cocaine  and  its  salts,  ec- 
gonine  and  its  salts,  or  other  alkaloids 
or  derivatives  produced  exclusively  for 
distribution  shall  be  reported  as  pro¬ 
duced  when  manufacture  has  actually 
been  completed  and  the  finished  mar¬ 
ketable  product  is  ready  for  packaging 
and  distribution.  Such  products  shall  be 
regarded  as  ready  for  packaging  and  dis¬ 
tribution  as  soon  as  all  processing  other 
than  mere  packaging  has  been  com¬ 
pleted.  Tinctures,  extracts,  or  other 
products  manufactured  partly  for  dis¬ 
tribution  and  partly  for  use  in  further 
manufactm-e  shall  be  reported  produced 
as  soon  as  manufacture  is  complete  and 
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they  axe  ready  either  for  use  In  further 
manufacture  or  for  packaging  for 
distribution. 

(i)  No  accumulations  of  cocaine  or 
ecgonine  or  other  narcotic  controlled 
substances  in  their  pure  or  near-pure 
states  shall  be  permitted  to  remain  in¬ 
actively  in  process.  All  such  products 
nearing  completion  of  their  respective 
processes  and  approaching  a  condition 
of  purity  shall  be  carefully  protected, 
promptly  completed,  and  immediately 
transferred  to  finished  stocks  and  re¬ 
ported  as  produced. 

(j)  In  making  conversations  of  coca 
alkaloids  and  their  salts  to  cocaine  al¬ 
kaloid  and  to  anhydrous  ecgonine  al¬ 
kaloid,  the  quantity  of  the  particular  al¬ 
kaloid  or  salt  in  avoirdupois  ounces  shall 
be  multipled  by  a  conversion  factor  ar¬ 
rived  at  by  ascertaining  the  ratio,  car¬ 
ried  to  the  fourth  decimal  place,  between 
the  molecular  weight  of  such  alkaloid 
or  salt  and  the  molecular  weight  of  co¬ 
caine  alkaloid  (303.172)  or  anhydrous 
ecgonine  alkaloid  (185.125),  as  the  case 
may  be,  such  weights  being  computed 
to  the  third  decimal  place  from  the 
chemical  formulae  of  the  substances  and 
the  atomic  weights  of  elements,  as  adopt¬ 
ed  by  the  International  Committee  on 
Chemical  Elements  and  published  in  the 
latest  edition  of  the  U.S.  Pharmacopeia. 

§  304.35  Reports  from  manufacturers 

importing  special  coca  leaves. 

(a)  Every  manufacturer  using  special 
coca  leaves  imported  into  the  United 
States  shall  submit  a  quarterly  report 
(END  Form  169)  accounting  for  all 
transactions  involving  such  leaves  or 
substances  derived  therefrom  which  con¬ 
tain  cocaine  or  ecgonine,  or  any  salts, 
derivatives,  or  preparations  from  which 
cocaine  or  ecgonine  may  be  synthesized 
or  made.  This  report  shall  be  submitted 
to  the  Distribution  Audit  Branch, 
Bureau  of  Narcotics  and  Dangerous 
Drugs,  Department  of  Justice,  Washing¬ 
ton,  D.C.  20537,  on  or  before  the  15th  day 
of  the  month  following  the  period  for 
which  the  report  is  made.  Such  report 
shall  include  a  report  of  all  importa¬ 
tions  of  special  coca  leaves  (BND  Form 
169a),  a  report  of  all  materials  entered 
into  the  processes  of  manufacture 
(BND  Form  169b) ,  a  report  of  the  var¬ 
ious  substances  produced  therefrom 
(BND  Form  169c,  169d,  and  169e),  a  re¬ 
port  of  all  such  substances  destroyed 
(BND  Form  169f),  and  a  summary  of 
operations  (BND  Form  169g). 

.  (b)  The  report  of  importations  shall 
provide  in  appropriate  columns  the  fol¬ 
lowing  data  as  to  each  importation; 

(1)  The  date  of  the  import  permit; 

(2)  The  serial  number  of  the  import 
permit; 

(3)  The  name  of  the  foreign  consign¬ 
or; 

(4)  The  address  of  the  foreign  con¬ 
signor; 

(5)  The  foreign  port  of  export; 

(6)  The  number  of  bales  imported; 

(7)  The  serial  numbers  of  the  bales 
imported;  and 

(8)  The  quantity  imported  in  avoir¬ 
dupois  pounds. 


(c)  The  report  of  materials  entered 
into  the  process  of  manufacture  shall 
provide  in  appropriate  coliunns  the  fol¬ 
lowing  information  as  to  each  lot  of 
leaves  dumped: 

(1)  The  lot  number  of  specification, 
a  specification  to  be  assigned  to  each 
dump  for  identification  purposes  in  or¬ 
der  to  avoid  repeating  the  serial  num¬ 
bers  of  the  bales  when  the  lot  is  sub¬ 
sequently  referred  to; 

(2)  The  date  the  leaves  entered  into 
the  process  of  manufacture: 

(3)  The  number  of  bales  dumped; 

(4)  The  serial  numbers  of  the  bales; 

(5)  The  quantity  of  leaves  entered 
into  the  process  of  manufacture,  stated 
in  avoirdupois  poimds; 

(6)  The  quantity  of  alcohol  used  for 
each  extraction  or  wash  of  the  leaves; 

(7)  The  quantity  of  water  used  for 
each  water  extraction  or  dilution; 

(8)  The  quantity  of  any  other  or  ad¬ 
ditional  substance  introduced  at  any 
stage  into  the  process  of  manufacture; 
and 

(9)  The  dry  weight  of  any  filter  cloth 
or  other  absorbent  material  to  be  later 
removed  from  the  process  after  satura¬ 
tion. 

(d)  The  reports  of  substances  pro¬ 
duced  from  special  coca  leaves  shall  pro¬ 
vide  in  columns  the  following  informa¬ 
tion  as  to  each  production  lot  or  dump; 

(1)  The  lot  number; 

(2)  The  quantity  of  ground  leaves  en¬ 
tered  into  process,  in  terms  of  avoirdu¬ 
pois  ounces  and  the  quantity,  in  ounces 
and  grains,  of  alkaloicl  contained  therein 
as  determined  by  analysis; 

(3)  The  quantity  of  substance  in 
process  after  each  distinct  step  in  the 
manufacturing  process  and  the  total 
alkaloid  contained  in  each,  stated  in 
ounces  and  grains; 

(4)  The  quantity  of  exhausted  or  spent 
leaves  and  the  quantity  of  each  residue 
removed  from  process,  and  the  total 
alkaloid  contained  in  each,  stated  in 
ounces  and  grains; 

(5)  The  weight  of  the  used  filter  cloth 
or  other  absorbent  material  removed, 
after  saturation;  and 

(6)  The  quantity,  in  gallons,  of  fin¬ 
ished  extract  produced. 

(e)  The  report  of  substances  de¬ 
stroyed,  shall  provide  in  appropriate  col¬ 
umns  the  following  data  as  to  each  lot 
destroyed; 

(1)  The  lot  number; 

(2)  The  quantity  of  spent  leaves,  resi¬ 
dues,  and  saturated  materials  destroyed, 
stated  separately  for  each;  and 

(3)  The  name  of  the  Government  offi¬ 
cer  witnessing  the  destruction. 

(f)  The  summary  shall  include  a 
complete  accounting  for  all  transactions 
in  raw  leaves,  leaves  in  process,  and  resi¬ 
dues  removed  from  production  processes. 

(1)  The  summary  of  raw  coca  leaves 
shall  include: 

(i)  The  quantity  of  special  coca  leaves 
on  hand  at  the  beginning  of  the  quarter; 

(ii)  The  quantity  of  special  coca  leaves 
imported  during  the  quarter; 

(iii)  The  quantity  of  special  coca  leaves 
entered  into  the  process  of  manufacture 
during  the  quarter; 


(iv)  The  quantity  of  special  coca 
leaves  on  hand  at  the  end  of  the  quar¬ 
ter;  and 

(v)  Any  other  transaction  during  the 
quarter  which  increased  or  decreased 
the  quantity  of  raw  coca  leaves  on  hand. 

(2)  The  summary  of  coca  leaves  in 
process  shall  include; 

(i)  The  quantity  of  special  coca  leaves 
in  process  at  the  beginning  of  the 
quarter; 

(ii)  The  quantity  of  such  leaves  placed 
in  the  process  during  the  quarter; 

(iii)  The  quantity  of  such  leaves  rep¬ 
resented  by  lots  completed  during  the 
quarter: 

(iv)  The  quantity  of  such  leaves  rep¬ 
resented  by  lots  in  process  at  the  end 
of  the  quarter;  and 

(v)  Any  other  transaction  during  the 
quarter  which  increased  or  decreased  the 
quantity  of  leaves  in  process. 

(3)  The  summary  of  residues  removed 
from  production  processes  shall  provide 
in  appropriate  columns,  separately  as  to 
spent  leaves,  each  residue  and  saturated 
material,  the  following  information; 

(i)  The  quantity  of  each,  on  hand  at 
the  beginning  of  the  quarter,  awaiting 
destruction; 

(ii)  The  quantity  of  each  removed 
from  process  during  the  quarter; 

(iii)  The  quantity  of  each  destroyed 
during  the  quarter; 

(iv)  The  quantity  of  each  on  hand  at 
the  end  of  the  quarter;  and  ' 

(V)  Any  other  transaction  during  the 
quarter  affecting  the  quantity  of  such 
residues  on  hand. 


PART  305— ORDER  FORMS 

§  305.01  Scope  of  I’art  305. 

Procedures  governing  the  issuance,  use, 
and  preservation  of  order  forms  pursuant 
to  section  308  of  the  Act  (21  U.S.C.  828) 
are  set  forth  generally  by  that  section 
and  specifically  by  the  sections  of  this 
part. 

§  305.02  Definitions. 

As  used  in  this  part,  the  following 
terms  shall  have  the  meaning  specified; 

(a)  The  term  “Act”  means  the  Con¬ 
trolled  Substances  Act  (84  Stat.  1242; 
21  U.S.C.  801)  and/or  the  Controlled 
Substances  Import  and  Export  Act  (84 
Stat.  1285;  21  U.S.C.  951). 

(b)  The  term  “purchaser”  means  any 
registered  person  entitled  to  obtain  and 
execute  order  forms  pursuant  to  §  305.04 
and  §  305.06. 

(c)  The  term  “supplier”  means  any 
registered  person  entitled  to  fill  order 
forms  pursuant  to  §  305.08. 

(d)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth 
in  section  102  of  the  Act  (21  U.S.C.  802) 
and  §§  301.02  and  302.02  of  this  chapter. 

§  305.03  Distributions  requiring  order 
forms. 

An  order  form  (BND  Form  222c)  is  re¬ 
quired  for  each  distribution  of  a  con¬ 
trolled  substance  listed  in  schedule  I  or 
II,  except  for  the  following: 

(a)  The  exportation  of  such  sub¬ 
stances  from  lire  United  States  in  con¬ 
formity  with  the  Act; 
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(b)  The  delivery  of  such  substances  to 
or  by  a  common  or  contract  carrier  for 
carriage  in  the  lawful  and  usual  course 
of  its  business,  or  to  or  by  a  warehouse¬ 
man  for  storage  in  the  lawful  and  usual 
course  of  its  business  (but  excluding  such 
carriage  or  storage  by  the  owner  of  the 
substance  in  connection  with  the  dis¬ 
tribution  to  a  third  person) ; 

(c)  The  procurement  of  a  sample  of 
such  substances  by  an  exempt  law  en¬ 
forcement  official  pursuant  to  §  301.26 
(c)  of  this  chapter,  provided  that  the 
statement  required  by  that  section  is  used 
and  is  preserved  in  the  manner  prescribed 
in  this  part  for  ordei’  forms; 

(d)  The  procurement  of  such  sub¬ 
stances  by  a  civil  defense  or  disaster 
relief  organization,  pursuant  to  §  301.27 
of  this  chapter,  provided  that  the  civil 
defense  emergency  order  form  required 
by  that  section  is  used  ^d  is  preserved 
with  other  records  of  the* registrant:  and 

(e)  The  purchase  of  such  substances 
by  the  master  of  a  vessel  pursuant  to 
§  301.28(a)  (3)  of  this  chapter:  Provided. 
That  the  special  order  form  provided  by 
the  U.S.  Public  Health  Service  as  re¬ 
quired  by  that  section  is  used  and  pre¬ 
served  in  the  manner  prescribed  on  this 
order  form. 

§  305.04  Persons  entitled  to  obtain  and 
execute  order  forms. 

(a)  Order  forms  may  be  obtained  only 
by  persons  who  are  registered  under  sec¬ 
tion  303  of  the  Act  (21  U.S.C.  823)  to 
handle  controlled  substances  listed  in 
schedules  I  and  II,  and  by  persons  who 
are  registered  under  section  1008  of  the 
Act  (21  U.S.C.  958)  to  export  such  sub¬ 
stances.  Persons  not  registered  to  handle 
controlled  substances  listed  in  schedules 
I  or  II  and  persons  registered  only  to 
import  controlled  substances  listed  in 
any  schedule  are  not  entitled  to  obtain 
order  forms. 

(b/  An  order  form  may  be  executed 
only  on  behalf  of  the  registrant  named 
thereon  and  only  if  his  registration  as  to 
the  substances  being  purchased  has  not 
expired  or  been  revoked  or  suspended. 

§  305.05  Procedure  to  obtain  order 
forms. 

(a)  Order  forms  are  issued  in  books 
of  six  forms,  each  form  containing  an 
original,  duplicate  and  triplicate  copy 
(respectively.  Copy  1,  Copy  2,  and  Copy 
3) .  A  limit  of  three  books  of  forms  will 
be  furnished  on  any  requisition,  unless 
additional  books  are  specifically  re¬ 
quested  and  a  reasonable  need  for  such 
additional  books  is  shown. 

(b)  Any  person  applying  for  a  regis¬ 
tration  which  would  entitle  him  to  ob¬ 
tain  order  forms  may  requisition  such 
forms  by  so  indicating  on  the  application 
form:  order  forms  will  be  supplied  upon 
the  registration  of  the  applicant.  Any 
person  holding  a  registration  entitling 
him  to  obtain  order  forms  may  requisi¬ 
tion  such  forms  for  the  first  time  on 
END  Form  222d,  which  may  be  obtained 
from  the  Registration  Branch  of  the 
Bureau.  Any  person  already  holding 
order  forms  may  requisition  additional 
forms  only  on  BND  Form  222b,  which 
is  contained  in  each  book  of  order  forms. 


All  requisitions  shall  be  submitted  to  the 
Registration  Branch,  Bureau  of  Narcot¬ 
ics  and  Dangerous  Drugs,  Department  of 
Justice,  Washington,  D.C.  20005. 

(c)  Each  requisition  shall  show  the 
name,  address,  and  registration  number 
of  the  registrant  and  the  number  of 
books  of  order  forms  desired.  Each 
requisition  shall  be  signed  and  dated  by 
the  same  person  who  signed  the  most 
recent  application  for  registration  or  for 
reregistration,  or  by  any  person  author¬ 
ized  to  obtain  and  execute  order  forms 
by  a  power  of  attorney  pursuant  to 
§  305.07. 

(d)  Order  forms  will  be  serially  num¬ 
bered  and  issued  with  the  name,  address 
and  registration  number  of  the  regis¬ 
trant,  the  authorized  activity  and  sched¬ 
ules  of  the  registrant  and  the  substance 
in  schedule  I  which  the  registrant  is 
auhorized  to  handle,  if  any,  printed 
thereon.  In  the  case  of  order  forms  is¬ 
sued  to  a  person  registered  to  conduct 
chemical  analysis  with  controlled  sub¬ 
stances  listed  in  schedule  I,  the  order 
forms  shall  not  be  confined  to  a  single 
such  substance  and  may  be  used  to  pur¬ 
chase  any  of  such  substances.  This  in¬ 
formation  cannot  be  altered  or  changed 
by  the  registrant:  any  errors  must  be 
corrected  by  the  Registration  Branch  of 
the  Bureau  by  returning  the  forms  with 
notification  of  the  error. 

§  305.06  Procedure  to  execute  order 
forms. 

(a)  Order  forms  shall  be  prepared  and 
executed  by  the  purchaser  simultane¬ 
ously  in  triplicate  by  means  of  inter¬ 
leaved  carbon  sheets  which  are  part  of 
the  BND  Form  222c.  Order  forms  shall 
be  prepared  by  use  of  a  typewriter,  pen, 
or  indelible  pencil. 

(b)  Only  one  item  shall  be  entered  on 
each  numbered  line.  There  are  five  lines 
on  each  order  form.  If  one  order  form 
is  not  sufficient  to  include  all  items  in  an 
order,  additional  forms  shall  be  used. 
The  total  number  of  items  ordered  shall 
be  noted  on  that  form  in  the  space  pro¬ 
vided.  Attachment  of  extra  sheets  to  an 
order  form,  or  use  of  order  forms  for 
substances  other  than  controlled  sub¬ 
stances  listed  in  schedules  I  and  II,  is 
not  permitted. 

(c)  An  item  shall  consist  of  one  or 
more  containers  of  the  same  finished 
form  and  quantity  of  the  same  sub¬ 
stance:  a  separate  item  shall  be  made  for 
each  container  of  different  finished  form, 
quantity  or  substance.  For  each  item  the 
form  shall  show  the  name  of  the  article 
ordered,  the  finished  form  of  the  article 
(e.g.,  10-mllligram  tablet  or  10-milli¬ 
gram  concentration  per  fluid  ounce  or 
milliliter),  the  number  of  units  or  vol¬ 
ume  in  each  commercial  container  (e.g., 
100-tablet  bottle  or  3-fiuid  ounces) ,  the 
number  of  commercial  containers 
ordered,  and  the  name  and  quantity  per 
unit  of  the  controlled  substance  or  sub¬ 
stances  contained  in  the  article  if  not  in 
pure  form.  The  catalogue  niunber  of  the 
article  may  be  included  at  the  discretion 
of  the  purchaser. 

(d)  The  name  and  address  of  the  sup¬ 
plier  from  whom  the  controlled  sub¬ 
stances  are  being  ordered  shall  be  en¬ 


tered  on  the  form.  Only  one  supplier 
may  be  listed  on  any  one  form. 

(e)  Each  order  form  shall  be  signed 
and  dated  by  a  person  authorized  to  sign 
a  requisition  for  order  forms  on  behalf  of 
the  purch*aser  pursuant  to  §  305.05(c) . 
The  name  of  the  pui'chaser,  if  different 
from  the  individual  signing  the  order 
form,  shall  also  be  inserted  in  the  sig¬ 
nature  space.  Unexecuted  order  forms 
may  be  kept  and  may  be  executed  at  a 
location  other  than  the  registered  loca¬ 
tion  printed  on  the  form,  provided  that 
all  imexecuted  forms  are  delivered 
promptly  to  the  registered  location  upon 
an  inspection  of  such  location  by  any 
officer  authorized  to  make  inspections,  or 
to  enforce,  any  Federal,  State,  or  local 
law  regardiing  controlled  substances. 

§  305.07  Power  of  attorney. 

Any  purchaser  may  authorize  one  or 
more  individuals,  whether  or  not  located 
at  the  registered  location  of  the  pur¬ 
chaser,  to  obtain  and  execute  order  forms 
on  his  behalf  by  filing  a  power  of 
attorney  on  BND  Form  231  for  each  such 
individual  with  the  Registration  Branch, 
Bureau  of  Narcotics  and  Dangerous 
Drugs,  Department  of  Justice,  Post  Office 
Box  28083,  Central  Station,  Washington, 
D.C.  20005.  The  power  of  attorney  shall 
be  signed  by  the  same  person  who  signed 
the  most  recent  application  for  registra¬ 
tion  or  reregistration  and  shall  contain 
the  signature  of  the  individual  being 
authorized  to  obtain  and  execute  order 
forms,  which  individual  shall  affirm  his 
signature.  Any  power  of  attorney  may  be 
revoked  at  any  time  by  filing  a  notice  of 
revocation,  signed  by  the  person  who 
signed  the  power  of  attorney,  with  the 
Registration  Branch  at  the  foregoing 
address.  It  shall  be  necessary  to  submit  a 
new  power  of  attorney  upon  the  reregis¬ 
tration  of  a  purchaser  only  if  the  appli¬ 
cation  for  reregistration  was  signed  by 
a  person  different  from  the  person  who 
signed  the  existing  power  of  attorney. 

§  305.08  Persons  entitled  to  fill  order 
forms. 

An  order  form  may  be  filled  only  by  a 
person  registered  as  a  manufacturer  or 
distributor  of  controlled  substances  listed 
in  schedules  I  or  n  under  section  303  of 
the  Act  (21  U.S.C.  823)  or  an  importer 
of  such  substances  under  section  1008  of 
the  Act  (21  U.S.C.  958),  except  for  the 
following; 

(a)  A  person  registered  to  dispense 
such  substances  under  section  303  of  the 
Act,  or  to  export  such  substances  under 
section  1008  of  the  Act,  if  he  is  discon¬ 
tinuing  business  or  if  his  registration  is 
expiring  without  reregistration,  may  dis¬ 
pose  of  any  controlled  substances  listed 
in  schedule  I  or  II  in  his  possession  pur¬ 
suant  to  order  forms  if  he  has  obtained 
the  specific  approval  of  each  transaction 
from  the  Regional  Director  of  the  Bureau 
in  his  region:  and 

(b)  A  person  who  has  obtained  any 
controlled  substance  in  schedule  I  or  n 
by  order  form  may  return  such  sub¬ 
stance,  or  portion  thereof,  to  the  per¬ 
son  from  whom  he  obtained  the  sub¬ 
stance  pursuant  to  the  order  form  of  the 
latter  person. 
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§  303.09  I’rocctlure  for  filling  order 

fornix. 

(a)  The  purchaser  shall  submit  Copy 
1  and  Copy  2  of  the  order  form  to  the 
supplier,  and  retain  Copy  3  in  his  own 
files. 

(b)  Tlie  supplier  shall  fill  the  order, 
if  possible  and  if  he  desires  to  do  so, 
and  record  on  Copies  1  and  2  the  num¬ 
ber  of  commercial  containers  furnished 
on  each  item  and  the  date  on  which 
such  containers  are  shipped  to  the  pur¬ 
chaser.  If  an  order  cannot  be  filled  in 
its  entirety,  it  may  be  filled  in  part  and 
the  balance  supplied  by  additional  ship¬ 
ments  within  60  days  following  the  date 
of  the  order  form.  No  order  form  shall 
be  valid  more  than  60  days  after  its 
execution  by  the  purchaser,  except  as 
specified  in  paragraph  (f)  of  this  sec¬ 
tion. 

(c)  The  controlled  substances  order 
shall  only  be  shipped  to  the  purchaser 
and  at  the  location  printed  by  the  Bureau 
on  the  order  form,  except  as  specified 
in  paragraph  (f)  of  this  section. 

(d)  The  supplier  shall  retain  Copy  1 
of  the  order  form  for  his  own  files  and 
forward  Copy  2  to  the  Regional  Direc¬ 
tor  of  the  Bureau  in  the  region  in  which 
the  supplier  is  located.  Copy  2  shall  be 
forwarded  at  the  close  of  the  month 
during  which  the  order  is  filled:  if  an 
order  is  filled  by  partial  shipments.  Copy 
2  shall  be  forwarded  at  the  close  of  the 
month  during  which  the  final  shipment 
is  made  or  during  w'hich  the  60-day  va¬ 
lidity  period  expires. 

(e)  The  purchaser  shall  record  on 
Copy  3  of  the  order  form  the  nvunber 
of  commercial  containers  furnished  on 
each  item  and  the  dates  on  which  such 
containers  are  received  by  the  purchaser. 

(f)  Order  forms  submitted  by  regis¬ 
tered  procurement  officers  of  the  Armed 
Services  Medical  Procurement  Agency 
for  delivery  to  armed  services  establish¬ 
ments  within  the  United  States  may  be 
shipped  to  locations  other  than  the  lo¬ 
cation  printed  on  the  order  form,  and  in 
partial  shipments  at  different  times  not 
to  exceed  six  months  from  the  date  of 
the  order,  as  designated  by  the  procure¬ 
ment  officer  w'hen  submitting  the  order. 

§  303.10  Procedure  for  endorsing  order 
forms. 

(a)  An  order  form  made  out  to  any 
supplier  w'ho  cannot  fill  all  or  a  part  of 
the  order  within  the  time  limitation  set 
forth  in  §  305.09  may  be  endorsed  to 
another  supplier  for  filling.  The  endorse¬ 
ment  shall  be  made  only  by  the  supplier 
to  whom  the  order  form  was  first  made, 
shall  state  (in  the  spaces  provided  on 
the  reverse  sides  of  Copies  1  and  2  of 
the  order  form)  the  name  and  address 
of  the  second  supplier,  and  shall  be 
signed  by  a  person  authorized  to  obtain 
and  execute  order  forms  on  behalf  of 
the  first  supplier.  The  first  supplier  may 
not  fill  any  part  of  an  order  on  an  en¬ 
dorsed  form.  The  second  supplier  shall 
fill  the  order,  if  possible  and  if  he  de¬ 
sires  to  do  so,  in  accordance  with  §  305.09 

(b),  (c),  and  (d),  including  shipping 


all  substances  directly  to  the  purchaser. 

(b)  Distributions  made  on  endorsed 
order  forms  shall  be  reported  by  the  sec¬ 
ond  supplier  in  the  same  manner  as  all 
other  distributions  except  that  where  the 
name  of  the  supplier  is  requested  on  the 
reporting  form,  the  second  supplier  shall 
record  the  name,  address  and  registra¬ 
tion  number  of  the  first  supplier. 

§  303.1 1  Vnaccepleil  and  defective  or¬ 
der  forms. 

(a)  No  order  form  shall  be  filled  if  it: 

(1)  Is  not  complete,  legible,  or  prop-' 
erly  prepared,  executed  or  endorsed:  or 

(2)  Shows  any  alteration,  erasure,  or 
change  of  any  description. 

(b)  If  an  order  form  cannot  be  filled 
for  any  reason  under  this  section,  the 
supplier  shall  return  Copies  1  and  2  to 
the  purchaser  with  a  statement  as  to  the 
reason  (e.g.,  illegible  or  altered) .  A  sup¬ 
plier  may  for  any  reason  refuse  to  ac¬ 
cept  any  order  and  if  a  supplier  refuses 
to  accept  the  order,  a  statement  that  the 
order  is  not  accepted  shall  be  sufficient 
for  purposes  of  this  subsection. 

(c)  When  received  by  the  purchaser. 
Copies  1  and  2  of  the  order  form  and  the 
statement  shall  be  attached  to  Copy  3 
and  retained  in  the  files  of  the  purchaser 
in  accordance  with  §  305.13.  A  defective 
order  form  may  not  corrected:  it  must 
be  replaced  by  a  new  order  form  in  order 
for  the  order  to  be  filled. 

§  303.12  Lo.si  and  slolon  order  forms. 

(a)  If  a  purchaser  ascertains  that  an 
unfilled  order  form  has  been  lost,  he 
shall  execute  another  in  triplicate  and 
a  statement  containing  the  serial  num¬ 
ber  and  date  of  the  lost  form,  and  stat¬ 
ing  that  the  goods  covered  by  the  first 
order  form  were  not  received  through 
loss  of  that  order  form.  Copy  3  of  the 
second  form  and  a  copy  of  the  statement 
shall  be  retained  with  Copy  3  of  the  or¬ 
der  form  first  executed.  If  the  first  order 
form  is  subsequently  received  by  the  sup¬ 
plier  to  whom  it  was  directed,  the  sup¬ 
plier  shall  mark  upon  the  face  thereof 
“Not  accepted”  and  return  Copies  1  and 
2  to  the  purchaser,  who  shall  attach  it 
to  Copy  3  and  the  statement. 

(b)  Whenever  any  used  or  imused  or¬ 
der  forms  are  stolen  from  or  lost  (other¬ 
wise  than  in  the  course  of  transmission) 
by  any  purchaser  or  supplier,  he  shall 
immediately  upon  discovery  of  such 
theft  or  loss,  report  the  same  to  the 
Registration  Branch,  Bureau  of  Narcot¬ 
ics  and  Dangerous  Drugs,  Department  of 
Justice,  Post  Office  Box  28083,  Central 
Station,  Washington,  D.C.  20005,  stating 
the  serial  number  of  each  form  stolen  or 
lost.  If  the  theft  or  loss  includes  any 
original  order  forms  received  from  pur¬ 
chasers  and  the  supplier  is  unable  to 
state  the  serial  numbers  of  such  order 
forms,  he  shall  report  the  date  or  ap¬ 
proximate  date  of  receipt  thereof  and 
the  names  and  addresses  of  the  pur¬ 
chasers.  If  an  entire  book  of  order  forms 
is  lost  or  stolen,  and  the  purchaser  is  im- 
able  to  state  the  serial  numbers  of  the 
order  forms  contained  therein,  he  shall 
report,  in  lieu  of  the  numbers  of  the 


forms  contained  in  such  book,  the  date 
or  approximate  date  of  issuance  thereof. 

If  any  unused  order  form  reported  stolen 
or  lost  is  subsequently  recovered  or 
foimd,  the  Registration  Branch  of  the 
Bureau  shall  immediately  be  notified. 

§  303.13  Presorvalion  of  ordor 

(a)  The  purchaser  shall  retain  Copy 
3  of  each  order  form  which  has  been 
filled.  He  shall  also  retain  in  his  files 
all  copies  of  each  unaccepted  or  defective 
order  form  and  each  statement  attached 
thereto. 

(b)  The  supplier  shall  retain  Copy  1 
of  each  order  form  which  he  has  filled. 

(c)  Order  forms  must  be  maintained 
separately  from  all  other  records  of  the 
registrant.  Order  forms  are  required  to 
be  kept  available  for  inspection  for  a 
period  of  2  years.  If  a  purchaser  has  sev¬ 
eral  registered  locations,  he  must  retain 
Copy  3  of  the  executed  order  forms  and 
any  attached  statements  or  other  related 
documents  at  the  registered  location 
printed  on  the  order  form. 

§  303.14  Return  of  unused  order  forms. 

If  the  registration  of  any  purchaser 
terminates  (because  the  purchaser  dies, 
ceases  legal  existence,  discontinues  busi¬ 
ness  or  professional  practice,  or  changes 
his  name  or  address  as  shown  on  his 
registration)  or  is  suspended  or  revoked 
pursuant  to  §  301.46  of  this  chapter  as 
to  any  controlled  substance  listed  in 
schedule  I  or  II,  he  shall  return  all 
unused  order  forms  for  such  substance 
to  the  nearest  office  of  the  Bureau. 

§  303.15  Interim  use  of  IRS  order 
forms. 

Existing  order  forms  (IRS  Form  2513) 
will  be  valid  until  April  30,  1972,  for 
transactions  of  controlled  substances 
listed  in  schedule  I  and  11.  Purchasers 
using  existing  IRS  Forms  2513  after 
April  30,  1971,  must  place  the  registra¬ 
tion  number  assigned  by  the  Bureau  on 
the  form  in  the  block  which  contains  the 
name,  address,  old  IRS  registration,  and 
class  of  registration.  Registrants  who  ob¬ 
tain  BND  Form  222c,  but  still  possess  IRS 
order  forms,  should  not  discard  the  IRS 
Forms,  but  instead  draw  a  line  thru  the 
unused  forms  and  print  “Void”  across  the 
line.  Voided  forms  must  be  maintained 
for  at  least  2  years  in  the  manner  pre¬ 
scribed  in  §  305.13. 

§  303.16  Interim  use  of  IRS  order  form 
requisitions. 

Effective  May  1,  1971,  only  the  Bureau 
will  issue  order  forms.  A  purchaser  desir¬ 
ing  order  forms  (BND  Form  222c)  may 
obtain  them  by  using  IRS  Form  679 
found  in  the  back  of  his  current  IRS 
order  from  book.  In  utilizing  IRS  Form 
679,  the  registration  number  assigned  by 
the  Bureau  must  be  placed  in  section  8 
of  the  requisition  form  and  the  requisi¬ 
tion  forwarded  to  Registration  Branch, 
Bureau  of  Narcotics  and  Dangerous 
Drugs,  Department  of  Justice,  Post  Of¬ 
fice  Box  28083,  Central  Station,  Wash¬ 
ington,  D.C,  20005.  IRS  Form  679  will 
not  be  valid  after  April  30,  1972. 
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PART  306— PRESCRIPTIONS 

General  Information 
§  306.01  Scope  of  Part  306. 

Rules  governing  the  issuance,  filling 
and  filing  of  prescriptions  pursuant  to 
section  309  of  the  Act  (21  U.S.C.  829) 
are  set  forth  generally  in  that  section 
and  specifically  by  the  sections  of  this 
part. 

§  306.02  Definitions. 

As  used  in  this  part,  the  following 
terms  shall  have  the  meanings  specified; 

(a)  The  term  “Act”  means  the  Con¬ 
trolled  Substances  Act  (84  Stat.  1242;  21 
U.S.C.  801). 

(b)  The  term  “institutional  practi¬ 
tioner”  means  a  hospital  or  other  person 
(other  than  an  individual)  licensed,  reg¬ 
istered,  or  otherwise  permitted,  by  the 
United  States  or  the  jurisdiction  in  which 
it  practices,  to  dispense  a  controlled 
substance  in  the  course  of  professional 
practice,  but  does  not  include  a 
pharmacy. 

(c)  The  term  “pharmacist”  means  any 
pharmacist  licensed  by  a  State  to  dis¬ 
pense  controlled  substances,  and  shall 
include  any  other  person  authorized  by 
a  State  to  dispense  controlled  substances 
under  the  supervision  of  a  pharmacist 
licensed  by  such  State. 

(d)  The  term  “practitioner”  means  a 
physician,  dentist,  veterinarian,  or  other 
individual  licensed,  registered,  or  other¬ 
wise  permitted,  by  the  United  States  or 
the  jurisdiction  in  which  he  practices, 
to  dispense  a  controlled  substance  m  the 
course  of  professional  practice,  but  does 
not  include  a  pharmacist,  or  an  institu¬ 
tional  practitioner. 

(e)  The  term  “register”  or  “registered” 
means  a  person  registered  under  section 
303  of  the  Act  (21  U.S.C.  823). 

(f)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth 
In  section  102  of  the  Act  (21  U.S.C.  802) 
or  §  301.02  of  this  chapter. 

§  306.03  P<'rM>ns  entitled  to  issue  pre- 

seriptions. 

A  prescription  for  a  controlled  sub¬ 
stance  may  be  issued  only  by  a  practi¬ 
tioner  who  is: 

(a)  authorized  to  prescribe  controlled 
substances  by  the  jurisdiction  in  which 
he  is  licensed  to  practice  his  profession; 
and 

(b)  either  registered  or  exempted  from 
registration  pursuant  to  §  301.25  of  this 
chapter. 

§  306.04  Purpose  of  issue  of  prescrip¬ 
tion. 

A  prescription  for  a  controlled  sub¬ 
stance  to  be  effective  must  be  issued  for 
a  legitimate  medical  purpose  by  a  prac¬ 
titioner  acting  in  the  usual  course  of 
his  professional  practice.  The  responsi¬ 
bility  for  the  proper  prescribing  and  dis¬ 
pensing  of  controlled  substances  is  upon 
the  prescribing  practitioner,  but  a  cor¬ 
responding  responsibility  rests  with  the 
pharmacist  who  fills  the  prescription.  An 
order  purporting  to  be  a  prescription  is¬ 
sued  not  in  the  usual  course  of  profes¬ 
sional  treatment  or  in  legitimate  and 
authorized  research  is  not  a  prescription 


within  the  meaning  and  intent  of  section 
309  of  the  Act  (21  U.S.C.  829)  and  the 
person  filling  such  a  prescription,  as  well 
as  the  person  issuing  it,  shall  be  subject 
to  the  penalties  provided  for  violations 
of  the  provisions  of  law  relating  to  con¬ 
trolled  substances. 

§  306.05  Manner  of  iiisuunee  of  pre¬ 
scriptions. 

All  prescriptions  for  controlled  sub¬ 
stances  shall  be  dated  as  of,  and  signed 
on,  the  day  when  issued  and  shall  bear 
the  full  name  and  address  of  the  patient, 
and  the  name,  address,  and  registration 
number  of  the  practitioner.  A  practi¬ 
tioner  may  sign  a  prescription  in  the 
same  manner  as  he  would  sign  a  check 
or  legal  document  (e.g.,  J.  H.  Smith  or 
John  H.  Smith) .  Where  an  oral  order  is 
not  permitted,  prescriptions  should  be 
written  with  ink  or  indelible  pencil  or 
typewriter;  if  typewritten,  they  shall  be 
signed  by  the  practitioner.  The  prescrip¬ 
tions  may  be  prepared  by  a  secretary  or 
agent  for  the  signature  of  a  practitioner, 
but  the  prescribing  practitioner  is  re¬ 
sponsible  in  case  the  prescription  does 
not  conform  in  all  essential  respects  to 
the  law  and  regulations.  A  correspond¬ 
ing  liability  rests  upon  the  pharmacist 
who  fills  a  prescription  not  prepared  in 
the  form  prescribed  by  these  regulations. 

§  306.06  Persons  entilled  to  fill  prescrip¬ 
tions. 

A  prescription  for  controlled  sub¬ 
stances  may  only  be  filled  by  a  pharma¬ 
cist  acting  in  the  usual  course  of  his 
professional  practice  and  either  regis¬ 
tered  individually  or  employed  in  a  reg¬ 
istered  pharmacy. 

Controlled  Substances  Listed  in 
Schedule  U 

§  .306.1 1  Requirement  of  prescriptions. 

(a)  A  pharmacist  may  dispense  a  con¬ 
trolled  substance  listed  in  schedule  II 
only  pursuant  to  a  written  prescription 
signed  by  the  prescribing  practitioner, 
except  as  provided  in  paragraph  (c)  of 
this  section. 

(b)  A  practitioner  or  institutional 
practitioner  may  administer  or  dispense 
such  substance  in  the  coiu’se  of  profes¬ 
sional  practice  without  a  prescription. 

(c)  In  the  case  of  an  emergency  situ¬ 
ation,  as  defined  by  the  Secretary  in 
§  1.110  of  this  title,  a  pharmacist  may 
dispense  a  controlled  si  stance  listed  in 
schedule  II  upon  receiving  oral  author¬ 
ization  of  a  prescribing  practitioner, 
provided  that; 

(1)  The  quantity  prescribed  and  dis¬ 
pensed  is  limited  to  the  amount  adequate 
to  treat  the  patient  during  the  emer¬ 
gency  period  (dispensing  beyond  the 
emergency  period  must  be  pursuant  to 
a  written  prescription  signed  by  the  pre¬ 
scribing  practitioner) ; 

(2)  The  prescription  shall  be  immedi¬ 
ately  reduced  to  writing  by  the  pharma¬ 
cist  and  shall  contain  all  information 
required  in  §  306.05,  except  for  the  sig¬ 
nature  of  the  prescribing  practitioner; 

(3)  If  the  prescribing  practitioner  is 
not  known  to  the  pharmacist,  he  must 
make  a  reasonable  effort  to  determine 
that  the  oral  authorization  came  from 


a  practitioner,  which  may  include  a  call¬ 
back  to  the  prescribing  practitioner  us¬ 
ing  his  phone  number  as  listed  in  the 
telephone  directory  and/or  other  good 
faith  efforts  to  insure  his  identity;  and 

(4)  Within  72  hours  after  authorizing 
an  emergency  oral  prescription,  the  pre¬ 
scribing  practitioner  shall  cause  a  writ¬ 
ten  prescription  for  the  emergency  quan¬ 
tity  prescribed  to  be  delivered  to  the 
dispensing  pharmacist.  In  addition  to 
conforming  to  the  r^uirements  of 
§  306.05,  the  prescription  shall  have 
written  on  its  face  “Authorization  for 
Emergency  Dispensing,”  and  the  date 
of  the  oral  order.  The  written  prescrip¬ 
tion  may  be  delivered  to  the  pharmacist 
in  person  or  by  mail,  but  if  delivered 
by  mail  it  must  be  postmarked  within  the 
72-hour  period.  Upon  receipt,  the  dis¬ 
pensing  pharmacist  shall  attach  this 
prescription  to  the  oral  emergency  pre¬ 
scription  which  had  earlier  been  reduced 
to  writing.  The  pharmacist  shall  notify 
the  nearest  office  of  the  Bureau  if  the 
prescribing  practitioner  fails  to  deliver 
a  written  prescription  to  him;  failure  of 
the  pharmacist  to  do  so  shall  void  the 
authority  conferred  by  this  subsection 
to  dispense  without  a  written  prescrip¬ 
tion  of  a  prescribing  practitioner. 

§  306.12  Refilling  preseriptions. 

The  refilling  of  a  prescription  for  a 
controlled  substance  listed  in  schedule 
II  is  prohibited. 

§  306.13  Partial  filling  of  preseriptions. 

The  partial  filling  of  a  prescription  for 
a  controlled  substance  listed  in  schedule 
II  is  permissible,  if  the  pharmacist  is 
unable  to  supply  the  full  quantity  called 
for  in  a  written  or  emergency  oral  pre¬ 
scription  and  he  makes  a  notation  of  the 
quantity  supplied  on  the  face  of  the  writ¬ 
ten  prescription  (or  written  record  of 
the  emergency  oral  prescription)  and 
so  advises  the  authorizing  practitioner. 
The  remaining  portion  of  the  prescrip¬ 
tion  may  be  filled  within  72  horn’s  of  the 
first  partial  filling.  No  further  quantity 
may  be  supplied  beyond  72  hours  without 
a  new  prescription. 

§  306.14  Labeling  of  siilistaiiros. 

The  pharmacist  filling  a  written  or 
emergency  oral  prescription  for  a  con¬ 
trolled  substance  listeil  in  schedule  II 
shall  affix  to  the  package  a  label  show¬ 
ing  date  of  filling,  the  pharmacy  name 
and  address,  the  serial  number  of  the 
prescription,  the  name  and  address  of 
the  patient,  the  name  and  registration 
number  of  the  prescribing  practitioner, 
and  directions  for  use  and  cautionary 
statements,  if  any,  contained  in  such 
prescription  or  required  by  law. 

§  306.15  Filing  of  proscriptions. 

All  written  prescriptions  and  written 
records  of  emergency  oral  prescriptions 
shall  be  kept  in  accordance  with  require¬ 
ments  of  §  304.04(d)  of  this  chapter. 

Controlled  Substances  I.isted 
IN  Schedules  III  and  IV 

§  306.21  Requirement  of  prescription. 

(a)  A  pharmacist  may  dispense  a  con¬ 
trolled  substance  listed  in  schedules  III 
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or  IV  only  pursuant  to  either  a  written 
prescription  signed  by  a  prescribing 
practitioner  or  an  oral  prescription  made 
by  a  prescribing  practitioner  and 
promptly  reduced  to  writing  by  the  phar¬ 
macist  containing  all  information  re¬ 
quired  in  §  306.05,  except  for  the  signa¬ 
ture  of  the  prescribing  practitioner. 

(b)  A  practitioner  or  institutional 
practitioner  may  administer  or  dispense 
such  substance  in  the  course  of  profes¬ 
sional  practice  without  a  prescription. 

§  306.22  RtTiIling  of  prescriptions. 

No  prescription  for  a  controlled  sub¬ 
stance  listed  in  schedule  III  or  IV  shall 
be  filled  or  refilled  more*  than  6  months 
after  the  date  on  which  such  prescription 
was  issued  and  no  such  prescription  au¬ 
thorized  to  be  refilled  may  be  refilled 
more  than  five  times.  Each  refilling  of 
a  prescription  shall  be  entered  on  the 
back  of  the  prescription,  initialed,  and 
dated  by  the  pharmacist  as  of  the  date 
of  dispensing,  and  shall  state  the  amount 
dispensed.  If  the  pharmacist  merely  ini¬ 
tials  and  dates  the  back  of  the  prescrip¬ 
tion  he  shall  be  deemed  to  have  dispensed 
a  refill  for  the  full  face  amount  of  the 
prescription.  Addition  quantities  of 
controlled  substances  listed  in  schedule 
III  or  IV  may  only  be  authorized  by  a 
prescribing  practitioner  through  issuance 
of  a  new  prescription  as  provided  in 
§  306.21  which  shall  be  a  new  and  sep¬ 
arate  prescription. 

§  306.23  Labeling  of  8ub»luiieos. 

The  pharmacist  filling  a  prescription 
for  a  controlled  substance  listed  in 
schedule  in  or  IV  shall  affix  to  the  pack¬ 
age  a  label  showing  the  pharmacy  name 
and  address,  the  serial  number  and  date 
of  filling,  the  name  and  address  of  the 
patient,  the  name  and  registration  num¬ 
ber  of  the  practitioner  issuing  the  pre¬ 
scription,  and  directions  for  use  and  cau¬ 
tionary  statements,  if  any,  contained  in 
such  prescription  as  required  by  law'. 

§  306.24  Filing  pres<Tiplioiis. 

All  prescriptions  for  controlled  sub¬ 
stances  listed  in  schedules  III  and  IV 
shall  be  kept  in  accordance  with 
§  304.04(d)  of  this  chapter. 

Controlled  Substances  Listed 
IN  Schedule  V 

§  306.31  Hequirenient  of  proscription. 

(a)  A  pharmacist  may  dispense  a  con¬ 
trolled  substance  listed  in  schedule  V 
pursuant  to  a  prescription  as  required 
for  controlled  substances  listed  in  sched¬ 
ules  III  and  rv  in  §  306.21.  A  pharmacist 
dispensing  such  substance  pursuant  to 
a  prescription  shall  label  the  substance 
in  accordance  with  §  306.23  and  file  the 
prescription  in  accordance  with  §  306.24. 

(b)  A  practitioner  or  institutional 
practitioner  may  administer  or  dispense 
such  substance  in  the  course  of  profes¬ 
sional  practice  without  a  prescription. 

§  306..32  l)istril>iiliun  prescrip¬ 

tion. 

A  controlled  substance  listed  in  sched¬ 
ule  V  may  be  distributed  without  a  pre¬ 
scription  to  a  purchaser  at  retail,  pro¬ 
vided  that: 

FEDERAL 


(a)  Such  distribution  is  made  only  by 
a  pharmacist  and  not  by  a  nonpharma¬ 
cist  employee  even  if  under  the  direct 
supervision  of  a  pharmacist  (after  the 
pharmacist  has  fulfilled  his  professional 
and  legal  responsibilities  set  forth  in  this 
section,  however,  the  actual  cash,  credit 
transaction,  or  delivery,  may  be  com¬ 
pleted  by  a  nonpharmacist) ; 

(b)  Not  more  than  240  cc.  (8  ounces) 
of  any  such  substance  containing  opium, 
nor  more  than  120  cc.  (4  ounces)  of  any 
other  controlled  substance  listed  in 
schedule  V,  may  be  distributed  at  retail 
to  the  same  purchaser  in  any  given  48- 
hour  period: 

(c)  The  purchaser  is  at  least  18  years 
of  age; 

(d)  The  pharmacist  requires  every 
purchaser  of  a  controlled  substance  listed 
in  schedule  V  not  known  to  him  to  fur¬ 
nish  suitable  identification  (including 
proof  of  age  where  appropriate) : 

(e)  A  bound  record  book  for  distribu¬ 
tions  of  controlled  substances  listed  in 
schedule  V  (othqr  than  by  prescription) 
is  maintained  by  the  pharmacist,  which 
book  shall  contain  the  name  and  address 
of  the  purchaser,  the  name  and  quantity 
of  controlled  substance  purchased,  the 
date  of  each  purchase,  and  the  name  or 
initials  of  the  pharmacist  who  distrib¬ 
uted  the  substance  to  the  purchaser  (the 
book  shall  be  maintained  in  accordance 
with  the  recordkeeping  requirement  of 
§  304.04  of  this  chapter) ;  and 

(f)  A  prescription  is  not  required  for 
distribution  or  dispensing  of  the  sub¬ 
stance  pursuant  to  any  other  Federal, 
or  State  or  local  law. 

PART  307— MISCELLANEOUS 

General  Information 
§  307.01  Defiiiitiunis. 

As  used  in  this  part,  the  following  • 
terms  shall  have  the  meanings  specified: 

(a)  The  term  “Act”  means  the  Con¬ 
trolled  Substances  Act  (84  Stat.  1242:  21 
U.S.C.  801)  and/or  the  Controlled  Sub¬ 
stances  Import  and  Export  Act  (84  Stat. 
1285:  21  U.S.C.  951). 

(b)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth  in 
sections  102  and  1001  of  the  Act  (21 
U.S.C.  802  and  951)  and  in  §  301.02  of 
this  chapter. 

§  307.02  .Application  of  Stale  law. 

Nothing  in  Parts  301-308,  311,  312,  316, 
or  330  of  this  chapter  shall  be  construed 
as  authorizing  or  permitting  any  person 
to  do  any  act  which  such  person  is  not 
authorized  or  permitted  to  do  under  the 
law  of  the  State  in  which  he  desires  to 
do  such  act. 

§  307.03  Exceptions  to  regiilatioij«i. 

Any  person  may  apply  for  an  exception 
to  the  application  of  any  provision  of 
Parts  301-308,  311,  312,  or  316  of  this 
chapter  by  filing  a  written  request  stat¬ 
ing  the  reasons  for  such  exception. 
Requests  shall  be  filed  with  the  Director, 
Bureau  of  Narcotics  and  Dangerous 
Drugs,  Department  of  Justice,  Washing¬ 
ton,  D.C.  20537.  The  Director  may  grant 
an  exception  in  his  discretion,  but  in  no 
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case  shall  he  be  required  to  grant  an 
exception  to  any  person  which  is  not 
otherwise  required  by  law  or  the  regula¬ 
tions  cited  in  this  section. 

Special  Exceptions  for  Manufacture 

AND  Distribution  Controlled  Sub¬ 
stances 

§  307.11  Emergency  cli^triliiilinii  by  a 
dispenser. 

(a)  In  the  event  of  an  emergency,  a 
dispenser  may  distribute  (without  being 
registered  as  a  distributor)  a  controlled 
substance  to  a  second  dispenser  in  order 
for  the  second  dispenser  to  dispense  the 
substance:  Provided,  That, 

(1)  The  amount  distributed  does  not 
exceed  to  the  amount  required  by  the 
second  dispenser  for  immediate  dispens¬ 
ing: 

(2)  The  distribution  is  recorded  as  a 
dispensing  by  the  first  dispenser,  and  the 
receipt  as  a  distribution  received  by  the 
second  dispenser,  and  each  dispenser  re¬ 
tains  a  signed  receipt  of  the  distribution : 

(3)  The  second  dispenser  is  registered 
under  the  Act  to  dispense  the  controlled 
substance  to  be  distributed  to  him:  and 

(4)  If  the  substance  is  listed  in  sched¬ 
ule  I,  or  II,  an  order  form  is  used  as 
required  in  Part  305  of  this  chapter. 

(b)  For  purposes  of  this  section,  an 
emergency  shall  be  deemed  to  mean  a 
situation  w'here  a  quantity  of  a  controlled 
substance  must  be  dispensed  to  a  person 
who  does  not  have  an  alternative  source 
for  such  substance  reasonably  available 
to  him  and  the  dispenser  cannot  obtain 
such  substance  through  normal  distribu¬ 
tion  channels  within  the  time  required  to 
meet  the  need  of  the  person  for  such 
substance. 

§  307.12  Di.xli'iiiuliun  upon  (lix<-oiilitiii- 
aiico  or  Iraiixfrr  of  hiixiiirss. 

(a)  Any  registrant  desiring  to  discon¬ 
tinue  or  transfer  business  activities  al¬ 
together  or  with  respect  to  controlled 
substances  shall  return  his  certificate  of 
registration,  and  any  order  forms  in  his 
possession,  to  the  Registration  Branch, 
Bureau  of  Narcotics  and  Dangerous 
Drugs,  Department  of  Justice,  Washing¬ 
ton,  D.C.  20537  for  cancellation.  Any  con¬ 
trolled  substances  in  his  possession  may 
be  disposed  of  either  in  accordance  with 
§  307.21  or  transferred  to  another  reg¬ 
istrant.  If  the  registrant  desires  to  trans¬ 
fer  the  substance  to  another  registrant, 
he  shall  take  an  inventory  of  all  con¬ 
trolled  substances  which  he  desires  to 
transfer  and  submit  this  inventory, 
together  with  his  name,  addre.ss,  and 
registration  number,  and  the  name,  ad¬ 
dress,  and  registration  number  of  the 
proposed  transferee,  to  the  Regional  Di¬ 
rector  of  the  Bureau  in  the  region  in 
which  he  is  doing  business.  If  the  Re¬ 
gional  Director  gives  written  approval  to 
the  transferee,  the  registrant  may  trans¬ 
fer  the  substances  to  the  named  trans¬ 
feree  without  being  registered  as  a 
distributor.  All  controlled  substances 
listed  in  schedule  I  or  II  must  be  trans¬ 
ferred  pursuant  to  order  forms  in  accord¬ 
ance  to  Part  305  of  this  chapter.  Sched¬ 
ule  III,  rv,  and  V  substances  will  be 
transferred  in  accordance  to  the  inven¬ 
tory  prepared  by  the  registrant  and  ap- 
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proved  by  the  Regional  Ehrector.  If  the 
Regional  Director  denies  the  registrant 
authority  to  make  the  proposed  transfer, 
the  registrant  shall  dispose  of  the  sub¬ 
stance  in  accordance  with  §  307.21. 

(b)  In  the  case  of  registrants  required 
to  make  reports  pursuant  to  Part 
304  of  this  chapter,  a  report  marked 
“Final”  will  be  prepared  and  submitted 
by  the  transferor  registrant  showing  the 
disposition  of  all  the  controlled  sub¬ 
stances  for  which  a  report  is  required;  no 
additional  report  will  be  required  from 
him,  provided  that  no  further  transac¬ 
tions  involving  controlled  substances  are 
consummated  by  him.  The  initial  report 
of  the  transferee  registrant  shall  account 
for  transactions  beginning  with  the  day 
next  succeeding  the  date  of  discontinu¬ 
ance  or  transfer  of  business  by  the  trans¬ 
feror  registrant,  and  the  substances 
transferred  to  him  shall  be  reported  as 
receipts  in  his  initial  report. 

§  307.13  Incidental'  niunnufucinre  of 
rontrulled  tiubKlances. 

Any  registered  manufacturer  who,  in¬ 
cidentally  but  necessarily,  manufactures 
a  controlled  substance  as  a  result  of  the 
manufacture  of  a  controlled  substance 
or  basic  class  of  controlled  substance  for 
which  he  is  registered  and  has  been  is¬ 
sued  an  individual  manufacturing  quota 
pursuant  to  Part  303  of  this  chapter  (if 
such  substance  or  class  is  listed  in  sched¬ 
ule  I  or  II)  shall  be  exempt  from  the 
requirement  of  registration  pursuant  to 
Part  301  of  this  chapter  and,  if  such 
incidentally  manufactured  substance  is 
listed  in  schedule  I  or  II,  shall  be  exempt 
from  the  requirement  of  an  individual 
manufacturing  quota  pursuant  to  Part 
303  of  this  chapter,  if  such  substances 
are  disposed  of  in  accordance  with 
§  307.21. 

Disposal  of  Controlled  Substances 

§  307.21  Procedure  for  disspoNlng  of 
controlled  subsilanees. 

(a)  Any  person  lawfully  in  possession 
of  any  controlled  substance  and  desiring 
or  required  to  dispose  of  such  substance 
may  apply  to  the  Regional  Director  of 
the  Bureau  in  the  region  in  which  the 
person  is  located  for  authority  and  in¬ 
structions  to  dispose  of  such  substance. 
Application  may  be  made  on  BND  Form 
41,  or  by  a  letter  stating; 

(1)  The  name,  address,  and  registra¬ 
tion  number,  if  any,  of  the  person; 

(2)  The  name  and  quantity  of  each 
controlled  substance  to  be  disposed  of; 
and 

(3)  How  the  applicant  obtained  the 
substance,  if  known  (e.g.  incidental  by¬ 
product  of  manufacturing  process;  death 
of  a  patient  in  a  nursing  home;  discon¬ 
tinuing  business) . 

(b)  The  Regional  Director  shall  au¬ 
thorize  and  instruct  the  applicant  to 
dispose  of  the  controlled  substance  in 
one  of  the  following  manners: 

(1)  By  transfer  to  person  registered 
under  the  Act  and  authorized  to  possess 
the  substance; 

(2)  By  delivery  to  an  agent  of  the 
Bureau  or  to  the  nearest  office  of  the 
Bureau; 


(3)  By  destruction  in  the  presence  of 
an  agent  of  the  Bureau  or  other  author¬ 
ized  person;  or 

(4)  By  such  other  means  as  the  Re¬ 
gional  Director  may  determine  to  assure 
that  the  substance  does  not  become 
available  to  imauthorized  persons. 

§  307.22  Disposal  of  controlled  sub¬ 
stances  by  the  Bureau. 

Any  controlled  substance  delivered  to 
the  Bureau  under  §  307.21  or  forfeited 
pursuant  to  section  511  of  the  Act  (21 
U.S.C.  881)  may  be  delivered  to  any 
department,  bureau,  or  other  agency  of 
the  United  States  or  of  any  State  upon 
proper  application  addressed  to  the  Di¬ 
rector,  Bureau  of  Narcotics  and  Danger¬ 
ous  Drugs,  Department  of  Justice. 
Washington,  D.C.  20537.  The  application 
shall  show  the  name,  address,  and  offi¬ 
cial  title  of  the  person  or  agency  to  whom 
the  controlled  drugs  are  to  be  delivered, 
including  the  name  and  quantity  of  the 
substances  desired  and  the  purpose  for 
which  intended.  The  delivery  of  sucii 
controlled  drugs  shall  be  ordered  by  the 
Director,  if,  in  his  opinion,  there  exists 
a  medical  or  scientific  need  therefor. 

Special  Exempt  Persons 
§  ,307.31  Native  .4merican  Church. 

The  listing  of  peyote  as  a  controlled 
substance  in  schedule  I  does  not  apply 
to  the  nondrug  use  of  peyote  in  bona 
fide  religious  ceremonies  of  the  Native 
American  Church,  and  members  of  the 
Native  American  Church  so  using,  peyote 
are  exempt  from  registration.  Any  per¬ 
son  who  manufactures  peyote  for  or  dis¬ 
tributes  peyote  to  the  Native  American 
Church,  however,  is  required  to  obtain 
registration  annually  and  to  comply  with 
all  other  requirements  of  law. 


PART  308— SCHEDULES  OF 
CONTROLLED  SUBSTANCES 

General  Information 
§  308.01  Scope  of  Pan  308. 

Schedules  of  controlled  substances 
established  by  section  202  of  the  Act  (21 
U.S.C.  812),  as  they  are  changed,  up¬ 
dated,  and  republished  from  time  to  time, 
are  set  forth  in  this  part. 

§  308.02  Definitions. 

As  used  in  this  part,  the  following 
terms  shall  have  the  meanings  specified: 

(a)  The  term  “Act”  means  the  Con¬ 
trolled  Substance  Act  (84  Stat.  1242;  21 
U.S.C.  801)  and/or  the  Controlled  Sub¬ 
stances  Import  and  Export  Act  (84  Stat. 
1285;  21  U.S.C.  951). 

(b)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth 
in  section  102  and  1001  of  the  Act  (21 
U.S.C.  802  and  951)  and  §  301.02  of  this 
chapter. 

§  308.03  Procedure  for  scheduling  of 
controlled  substances. 

Procedure  for  the  issuance,  amend¬ 
ment,  or  repeal  of  rules  pursuant  to  sec¬ 
tion  201  of  the  Act  (21  U.S.C.  811) ,  classi¬ 
fying  substances  having  a  potential  for 
abuse,  is  set  forth  in  §§  316.48-316.81  of 
this  chapter. 


Schedules 

§308.11  Schedule  I. 

(a)  Schedule  I  shall  consist  of  the 
drugs  and  other  substances,  by  what¬ 
ever  official  name,  common  or  usual 
name,  chemical  name,  or  brand  name 
designated,  listed  in  this  section.  Each 
drug  or  substance  shall  have  the  Bureau 
controlled  substances  code  number  set 
forth  opposite  it. 

(b)  Opiates.  Unless  specifically  ex¬ 
cepted  or  unless  listed  in  another  sched¬ 
ule,  any  of  the  following  opiates,  in¬ 
cluding  its  isomers,  esters,  ethers,  salts, 
and  salts  of  isomers,  esters,  and  ethers 
whenever  the  existence  of  such  isomers, 
esters,  ethers,  and  salts  is  possible  with¬ 
in  the  specific  chemical  designation; 


(1)  Acetylmethadol  _  9601 

(2)  Allylprodlne  _  9602 

(3)  Alphacetylmethadol _  9603 

(4)  Alphameprodlne _  9604 

(5)  Alphamethadol _  9605 

(6)  Benzethidine  _  9606 

(7)  Betacetylmethadol  _  9607 

(8)  Betameprodine  _  960§ 

(9)  Betamethadol _  9609 

(10)  Betaprodine  _  9611 

(11)  Clonitazene _  9612 

(12)  Ilextromoramide _  9613 

(13)  Dextrorphan  _  9614 

(14)  Diampromide  _  9615 

(15)  Diethylthiambutene  _  9616 

(16)  Dimenoxadol  _  9617 

(17)  Dlmepheptanol  _  9618 

(18)  Dimethylthiambutene  _  9619 

(19)  Dioxaphetyl  butyrate _  9621 

(20)  Dipipanone _  9622 

(21)  Ethylmethyltbiambutene  _  9623 

(22)  Etonitazene _  9624 

(23)  Etoxeridine  _  9625 

(24)  Furethldlne . . 9626 

(25)  Hydroxypethidlne  _  9627 

(26)  Ketobemidone _  9628 

(27)  Levomor amide  _  9629 

(28)  Levophenacylmorphan _  9631 

(29)  Morpherldine  _  9632 

(30)  Noracymethadol _  9633 

(31)  Norlevorphanol _  9634 

(32)  Normethadone  _  9635 

(33)  Norpipanone  _  9636 

(34)  Phenadoxone _  9637 

(35)  Phenampromide _  9638 

(36)  Phenomorphan _  9647 

(37)  Phenoperidine _  9641 

(38)  Piritramide  — _ 9642 

(39)  Proheptazine _  9643 

(40)  Properidine  _  9644 

(41)  Racemoramide  _  9645 

(42)  Trimeperidine _  9646 


(c)  Opium  derivatives.  Unless  specifi¬ 
cally  excepted  or  unless  listed  in  another 
schedule,  any  of  the  following  opium  de¬ 
rivatives,  its  salts,  isomers,  and  salts  of 
isomers  whenever  the  existence  of  such 
salts,  isomers,  and  salts  of  isomers  is 
possible  within  the  specific  chemical 


designation; 

(1)  Acetorphlne _  9319 

(2)  Acetyldihydrocodeine _  9051 

(3)  Benzylmorphine _  9052 

(4)  Codeine  methylbromide _  9070 

(5)  Codeine-N-Oxide  _  9053 

(6)  Cyprenorphine  _  9054 

(7)  Desomorphine _  9055 

(8)  Dihydromorphlne _  9145 

(9)  Etorphine _  9056 

(10)  Heroin . 9200 

(11)  Hydromorphlnol _  9301 

(12)  Methyldesorphine  _  9302 

(13)  Methylhydromorphine  _  9304 

(14)  Morphine  methylbromide _  9305 

(15)  Morphine  methylsulfonate _  9306 
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(16)  Morphine-N-C"'- l<i _  9307 

(17)  Myrophlne _  9308 

(18)  Nicocodeine _  9309 

(19)  Nicomorphine _  9312 

(20)  Normorphlne _  9818 

(21)  Pholcodine _  9314 

(22)  Thebacon _  9316 


(d>  Hallucinogenic  substances.  Unless 
specifically  excepted  or  unless  listed  in 
another  schedule,  any  material,  com¬ 
pound,  mixture,  or  preparation,  which 
contains  any  quantity  of  the  following 
hallucinogenic  substances,  or  which 
contains  any  of  its  salts,  isomers,  and 
salts  of  isomers  whenever  the  existence 
of  such  salts,  isomers,  and  salts  of  iso¬ 
mers  is  possible  within  the  specific  chem¬ 
ical  designation:  ' 


(1)  3.4-methylenedioxy  ampheta¬ 

mine  _  7400 

(2)  5  -  methoxy  -  3,4-methylenedioxy 

amphetamine  _  7401 

(3)  3,4,5-trimethoxy  amphetamine.-  7390 

(4)  Bufotenine  _ : _  7433 

Some  trade  and  other  names: 

3-  ()3-Dimethylaminoethyl)  - 
5  -  hydroxyindole;  3  -  (2  -  di- 


methylaminoethyi)  -  5-indo- 
lol;  N.N  -  dimethylserotonin; 
5-hydroxy  -  N-dimethyltryp- 
tamine;  mappine. 


(5)  Diethyltryptamine  _  7434 

Some  trade  and  other  names: 
JV.AT-Diethyltryptamine;  DET. 

(6)  Dimethyltryptamine _  7435 

Some  trade  or  other  names : 

DMT 

(7)  4-  methyl-2, 5-dimethoxyamphet- 

amine  _  7395 

Some  trade  and  other  names: 

4  -  methyl  -  2,5  -  dimethoxy- 
a  -  methylphenethylamine; 
“DOM”;  and  “STP”. 

(8)  Ibogaine  _  7260 


Some  trade  and  other  names: 
7  -  Ethyl  -  6,6a,7,8,9,10,12,13- 
octahydro  -  2  -  methoxy-6,9- 
methano-5H-pyrldo  (l',2':l,2 
azeplno  4,5-b)  indole;  taber- 
nanthe  iboga. 


(9)  Lysergic  acid  diethylamide _  7315 

Some  trade  or  other  names: 
d-Lysergic  acid  diethylamide. 

(10)  Marihuana _  7360 

(11)  Mescaline  _  7381 

(12)  Peyote _  7415 

(13)  N-ethyl-3-piperldyl  benzilate _  7482 

(14)  K-methyl-3-piperidyl  benzilate..  7484 

(15)  Psilocybin  _  7437 

(16)  Psilocyn  _  7438 

(17)  Tetrahydrocannabinols  _  7370 


Synthetic  equivalents  of  the 
substances  contained  in  the 
plant,  or  in  the  resinous  ex¬ 
tractives  of  Cannabis,  sp. 
and/or  synthetic  substances, 
derivatives,  and  their  isomers 
with  similar  chemical  struc¬ 
ture  and  pharmacological  ac¬ 
tivity  such  as  the  following: 
A'  cis  or  trans  tetrahydro¬ 
cannabinol,  and  their 
optical  isomers. 

A*  cis  or  trans  tetrahydro¬ 
cannabinol,  and  their 
optical  isomers. 

A’*  t  e  t  r  a  hydrocannabinol, 
and  its  optical  isomers. 

(Since  nomenclature  of 
these  substances  is  not  in¬ 
ternationally  standardized, 
compounds  of  these  struc¬ 
tures,  regardless  of  nu¬ 
merical  designation  of 
atomic  positions  are  cov¬ 
ered.) 


§  308l12  Schedule  II. 

(a)  Schedule  n  shall  consist  of  the  drugs 
and  other  substances,  by  whatever  ofllcial 
name,  common  or  iisual  name,  chemical 
name,  or  brand  name  designated,  listed  in 
this  section.  Each  drug  or  substance  shall 
have  the  Bureau  controlled  substances  code 
number  set  forth  opposite  it. 

(b)  Substances,  vegetable  origin  or  chem¬ 
ical  synthesis.  Unless  specifically  excepted  or 
unless  listed  in  another  schedule,  any  of  the 
following  substances  whether  produced 
directly  or  indirectly  by  extraction  from 
substances  of  vegetable  origin,  or  independ¬ 
ently  by  means  of  chemical  synthesis,  or  by 
a  combination  of  extraction  and  chemical 
synthesis : 

(1)  Opium  and  opiate,  and  any  salt,  com¬ 
pound,  derivative,  or  preparation  of  opium 
or  opiate,  including  the  following: 


(A)  Raw  opium _  9600 

(B)  Opium  extracts _  9610 

(C)  Opium  fluid  extracts _  9620 

(D)  Powdered  opium _  9639 

(E)  Granulated  opium _  9640 

(P)  Tincture  of  opium _  9630 

(G)  Apomorphine _  9030 

(H)  Codeine  _ 9050 

(I)  Ethylmorphine  _  9190 

(J)  Hydrocodone _  9193 

(K)  Hydromorphone  _  9194 

(L)  Metopon _  9260 

(M)  Morphine  _  9300 

(N)  Oxycodone _  9143 

(O)  Oxymorphone _  9652 

(P)  Thebaine  _  9333 


(2)  Any  salt,  compound,  derivative,  or 
preparation  thereof  which  is  chemically 
equivalent  or  identical  with  any  of  the  sub¬ 
stances  referred  to  in  subparagraph  (1)  of 
this  paragraph,  except  that  these  substances 
shall  not  include  the  isoquinoline  alkaloids 
of  opium. 

(3)  Opium  poppy  and  poppy  straw. 

(4)  Coca  leaves  (9040)  and  any  salt,  com¬ 
pound,  derivative,  or  preparation  of  coca 
leaves,  and  any  salt,  compound,  derivative, 
or  preparation  thereof  which  is  chemically 
equivalent  or  identical  with  any  of  these 
substances,  except  that  the  substances  shall 
not  include  decocalnized  coca  leaves  or  ex¬ 
traction  of  coca  leaves,  which  extractions  do 
not  contain  cocaine  (9041 )  or  ecgonlne 
(9180). 

(c)  Opiates.  Unless  specifically  excepted  or 
unless  in  another  schedule  any  of  the  fol¬ 
lowing  opiates,  including  its  isomers,  esters, 
ethers,  salts  and  salts  of  isomers,  esters  and 
ethers  whenever  the  existence  of  such 
isomers,  esters,  ethers,  and  salts  is  possible 
within  the  specific  chemical  designation: 


(1)  Alpharodlne _  9010 

(2)  Anlleridine _  9020 

(3)  Bezltramide _  9800 

(4)  Dlhydrocodeine _  9120 

(5)  Diphenoxylate _  9170 

(6)  Pentanyl _  9801 

(7)  Isomethadone  _  9226 

(8)  Levomethorphan  _  9210 

(9)  Levorphanol  _  9220 

(10)  Metazocine _  9240 

(11)  Methadone _  9250 

(12)  Methadone-Intermediate,  4-cy- 

ano-2-dlmethylamino  -  4,4  -  di¬ 
phenyl  butane _  9254 

(13)  Moramide-Intermediate,  2-meth- 

yl-3-morpholino-l,  1-diphenyl- 
propane-carboxylic  acid _  9802 

(14)  Pethidine  _  9230 

(15)  Pethldlne-Intermediate-A,  4-cy- 

ano-l-methyl-4  -  phenylplperl- 
dlno  _  9232 

(16)  Pethidlne-Intermediate-B,  ethyl- 

4-phenylplperldlne-4-carboxy- 
lato _  9233 


(17)  Pethidine  -  Intermediate  -  C,  1- 
methyl-4-phenylplperidine  -  4- 


carboxyllc  acid _  9234 

(18)  Phenazocine  _  9715 

(19)  Pimlnodine  _  9730 

(20)  Racemethorphan  _  9732 

(21)  Racemorphan  _  9733 


(d)  Methamphetamine.  Unless  specifi¬ 
cally  excepted  or  unless  listed  in  another 
schedule,  any  injectable  liquid  which  con¬ 
tains  any  quantity  of  methamphetamine.  in¬ 
cluding  its  salts,  isomers,  and  salts  of  iso¬ 
mers — 1400. 

§  308.13  Sehediilolll. 

(a)  Schedule  III  shall  consist  of  the  drugs 
and  other  substances,  by  whatever  official 
name,  common  or  usual  name,  chemical 
name,  or  brand  name  designated,  listed  in 
this  section.  Each  drug  or  substance  shall 
have  the  Bureau  controlled  substances  code 
number  set  forth  opposite  it. 

(b)  Stimulants.  Unless  specifically  ex¬ 
cepted  or  unless  listed  in  another  schedule, 
any  material,  compound,  mixture,  or  prep¬ 
aration  which  contains  any  quantity  of  the 
following  substances  having  a  stimulant  ef¬ 
fect  on  the  central  nervous  system: 


(1)  Amphetamine,  its  salts,  optical 

isomers,  and  salts  of  its  optical 
isomers  _  1100 

(2)  Phenmetrazine  and  its  salts _  1630 

(3)  Any  substance  (except  an  inject¬ 

able  liquid)  which  contains  any 
quantity  of  methamphetamine, 
including  its  salts,  isomers,  and 
salts  of  isomers _  1105 

(4)  Methylphenldate  _  1726 


(c)  Depressants.  Unless  specifically  ex¬ 
cepted  or  unless  listed  in  another  schedule, 
any  material,  compound,  mixture,  or  prep¬ 
aration  which  contains  any  quantity  of  the 
following  substances  having  a  depressant 
effect  on  the  central  nervous  system: 

(1)  Any  substance  which  contains 
any  quantity  of  a  derivative  of 
barbituric  acid,  or  any  salt  of 
a  derivative  of  barbituric  acid.  2100 


(2)  Chorhexadol  _  2510 

(3)  Glutethlmide  _  2550 

(4)  Lysergic  acid _  7300 

(5)  Lysergic  acid  amide _  7310 

(6)  Methyprylon  _  2575 

(7)  Phencyclidine  _  7471 

(8)  Sulfondlethylmethane  _  2600 

(9)  Sulfonethylmethane _  2605 

(10)  Sulfonmethane _  2610 


(d)  Nalorphine — 9400. 

(e)  Narcotics  drugs.  Unless  specifically  ex¬ 
cepted  or  unless  listed  in  another  schedule, 
any  material,  compound,  mixture,  or  prep¬ 
aration  containing  limited  quantities  of  any 
of  the  following  narcotic  drugs,  or  any  salts 
thereof : 

(1)  Not  more  than  1.8  grams  of 

codeine  per  100  milliliters  or  not 
more  than  90  milligrams  per 
dosage  unit,  with  an  equal  or 
greater  quantity  of  an  isoquino¬ 
line  alkaloid  of  opium _  9803 

(2)  Not  more  than  1.8  grams  of 

codeine  per  100  milliliters  of  not 
more  than  90  milligrams  per 
dosage  unit,  with  one  or  more 
active,  nonnarcotic  ingredients 
in  recognized  therapeutic 
amounts  _  9804 

(3)  Not  more  than  300  milligrams  of 

dlhydrocodeinone  per  100  mil¬ 
liliters  or  not  more  than  15 
milligrams  per  dosage  unit,  with 
a  fourfold  or  greater  quantity  of 
an  isoquinoline  alkaloid  of 
opium  _  9805 
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(4)  Not  more  than  300  milligrams  of 

dihydrocodeinone  per  100  milli¬ 
liters  or  not  more  than  15  milli¬ 
grams  per  dosage  unit,  with  one 
or  more  active,  nonnarcotic  in¬ 
gredients  in  recognized  thera- 
p»eutic  amounts _  9806 

(5)  Not  more  than  1.8  grams  of  di- 

hydrocodelne  per  100  milli¬ 
liters  or  not  more  than  90  milli¬ 
grams  per  dosage  unit,  with  one 
or  more  active,  nonnarcotic  in¬ 
gredients  in  recognized  thera¬ 
peutic  amounts _  9807 

(6)  Not  more  than  300  milligrams  of 

ethylmorphlne  per  100  milli¬ 
liters  or  not  more  than  15  milli¬ 
grams  per  dosage  unit,  with  one 
or  more  active,  nonnarcotic  in¬ 
gredients  in  recognized  thera- 
jjeutlc  amounts _  9808 

(7)  Not  more  than  500  milligrams  of 

opium  per  100  milliliters  or  per 
100  grams,  or  not  more  than  25 
milligrams  per  dosage  unit,  with 
one  or  more  active,  nonnarcotic 
ingredients  in  recognized  thera¬ 
peutic  amounts _  9809 


100  grams  or  not  more  than  5  milligtams 
per  dosage  imit. 

(4)  Not  more  than  2.5  milligrams  of 
diphenoxylate  and  not  less  than  25  ml- 
crograms  of  atropine  sulfate  per  dosage 
unit. 

(5)  Not  more  than  100  milligrams  of 
opium  per  100  milliliters  or  per  100  grams 
or  not  more  than  5  milligrams  per  dosage 
unit. 

Excluded  Nonnarcotic  Substances 

§  308.21  Application  for  exclu^iion  of  a 
nonnarcotic  substance. 

(a)  Any  person  seeking  to  have  any 
nonnarcotic  substance  which  may,  under 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  301) ,  be  lawfully  sold  over 
the  counter  without  a  prescription,  ex¬ 
cluded  from  any  schedule,  pursuant  to 


section  201(g)(1)  of  the  Act  (21  U.S.C. 
811(g)(1)),  may  apply  to  the  Director, 
Bureau  of  Narcotics  and  Dangerous 
Drugs,  Department  of  Justice,  Washing¬ 
ton,  D.C.  20537. 

(b)  An  application  for  an  exclusion 
under  this  section  shall  be  handled  by 
the  Director,  in  determining  whether  the 
substance  shall  be  excluded,  in  the  man¬ 
ner  prescribed  for  petitions  to  classify  a 
substance  on  a  schedule  set  forth  in 
§§  316.48-316.78  of  this  chapter. 

§  308.22  Excluded  substances. 

The  following  nonnarcotic  substances 
which  may,  under  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  301), 
be  lawfully  sold  over  the  counter  with¬ 
out  a  prescription,  are  excluded  from  all 
schedules  pursuant  to  section  201(g)(1) 
of  the  Act  (21  U.S.C.  811(g)(1)): 

4 


Trade  name  or  other 
designation 


Coni|X)sition 


Manufacturer  or  supplier 


(8)  Not  more  than  50  milligrams  of 
morphine  per  100  milliliters  or 
per  100  grams  with  one  or  more 
active,  nonnarcotic  Ingredients 
in  recognized  therapeutic 
amounts  _  9810 

§308.14  Schedule  IV. 

(a)  Schedule  IV  shall  consist  of  the 
drugs  and  other  substances,  by  what¬ 
ever  official  name,  common  or  usual 
name,  chemical  name,  or  brand  name 
designated,  listed  in  this  section.  Each 
drug  or  substance  shall  have  the  Bureau 
controlled  substances  code  number  set 
forth  opposite  it. 

(b)  Etepressants. 


(1)  Barbital  . 2145 

(2)  Chloral  betaine _  2460 

(3)  Chloral  hydrate _  2465 

(4)  Ethchlorvynol _  2540 

(5)  Ethinamate  _  2545 

(6)  Methohexital  _ ^  2264 


Amodrine . Tablet'  Pheiioljarbital,  8  mg.;  aminophylline,  100  G.  D.  Searle  &  Co. 

mg.;  racepliedrine  hydrociiloride,  25  mg. 

Btonkaid . Tablet;  Phenobarl>ital,  8  mg.;  ephedrine  sulfate,  24  Drew  Pharmacal  Co.,  Inc. 

mg.;  glyceryl  giiaiacolate,  100  mg.;  theophylline, 

100  mg.;  thenyldiamine,  10  mg. 

Bronkotab  Elixir. .  Elixir  (See):  Phenobarbital, 4  mg.; ephedrine  sulfate,  Breon  Laboratoties  Inc. 

12  mg.;  glyceryl  giiaiacolate,  60  mg.;  theophylline, 

15  mg.;  chlorpheniramine  maleate,  1  mg. 

Bronkotaiis . Tablet;  Phenobarbital,  8  mg.;  ephedrine  sulfate,  24  Do. 

mg.;  glyceryl  guaiacolate,  100  mg.;  theophylline, 

100  mg.;  thenyldiamine,  10  mg. 

Primatene . Tablet;  Phenob-arbital,  gr-;  ephedrine,  f-g  gr . Whitehall  Laboratories. 

Tedral . . Tablet;  Phenobarbital,  8  mg.;  theophylline,  130 mg.;  Warner-Chilcott 

ephedrine  hydrochloride,  '24  mg.  Laboratories. 

Tedral  Anti-ll . . . Tablet'  Phenobarbital,  8  mg.;  chlorpheniramine  Do. 

maleate,  2  mg.;  theophylline,  130  mg.;  ephedrine 
hydrochloride,  '24  mg. 

Tedral  one-half  strength . Tablet;  Phenobarbital,  4  mg.;  thiioiihylline,  65  mg.;  Do. 

ephedrine  hydrochloride,  12  mg. 

Tedral  Pediatric  Suspension...  Suspension  (5  cc);  Phenobarbital,  4  mg.;  ephedrine  Do. 

hydrochloride,  12  mg.;  theophylline,  65  mg. 

Tedral  suppositories  double  Suppository;  Plienobarbital,  16  mg.;  theophylline.  Do. 

strength.  260  mg.;  ephedrine  hydrochloride,  48  mg. 

Tedral  suppositories  regular  Suppository;  Phenobarbital,  8  mg.;  theophylline,  Do. 

strength.  130  mg.;  ephedrine  hydrochloride,  ‘24  mg. 

Verequad .  Tablet;  Phenobarbital,  8  mg.;  theophylline  calcium  Knoll  Pharmaceutical  Co. 

salicylate,  130  mg.;  ephedrine  iiydrochloridc,  '24 
mg.;  glyceryl  guaiacolate,  100  mg. 

Vereipiad  .  Sus|>en.sion  (5  cc);  Phenobarbital,  4  mg.;  theophyl-  Do. 

line  calcium  saiicylate,  65  mg.;  ephedrine  hydro¬ 
chloride,  12  mg.;  glyceryl  guaiacolate,  50  mg. 


(7)  Meprobamate 


2820 


(8)  Methylphenobarbltal  _  2250 

(9)  Paraldehyde  _  2585 

(10)  Petrichloral  _  2591 

(11)  Phenobarbital  _  2285 


§308.15  Schedule  V. 


Excepted  Stimulant  or  Depressant 
Compounds 

§  308.31  Application  for  exception  of  a 
stimulant  or  depressant  compound. 


(4)  Details  of  synergisms  and  antag¬ 
onisms  among  ingredients. 

(5)  Deterrent  effects  of  the  noncon- 
trolled  ingredients. 

(6)  Complete  copies  of  all  literature 


(a)  Schedule  V  shall  consist  of  the  (a)  Any  person  seeking  to  have  any  in  support  of  claims. 

drugs  and  other  substances,  by  whatever  compound,  mixture,  or  preparation  con-  (7)  Reported  instances  of  abuse, 

official  name,  common  or  usual  name,  taining  any  depressant  or  stimulant  sub-  (8)  Reported  and  anticipated  adverse 

chemical  name,  or  brand  name  desig-  stance  listed  in  §  308.13  (b)  or  (c) ,  or  in  effects. 

nated,  listed  in  this  section.  §  308.14,  or  in  §  308.15,  excepted  from  (9)  Number  of  dosage  units  produced 

(b)  Narcotic  drugs  containing  non-  the  application  of  all  or  any  part  of  the  for  the  past  2  years. 

narcotic  active  medicinal  ingredients.  Act,  pursuant  to  section  202(d)  of  the  (c)  An  application  for  an  exception 
Any  compound,  mixture,  or  preparation  Act,  may  apply  to  the  Director,  Bureau  under  this  section  shall  be  handled  in 
containing  any  of  the  following  limited  of  Narcotics  and  Dangerous  Drugs,  De-  the  manner  prescribed  for  petitions  to 
quantities  of  narcotic  drugs,  which  shall  partment  of  Justice,  Washington,  D.C.  classify  a  substance  on  any  schedule  set 
include  one  or  more  nonnarcotic  active  20537,  for  such  exception.  forth  in  §§  316.48-316.78  of  this  chapter. 


medicinal  ingredients  in  sufficient  pro-  (b)  An  application  for  an  exception 
portion  to  confer  upon  the  compound,  under  this  section  shall  contain  the  fol- 
mixture,  or  preparation  valuable  medi-  lowing  information: 
cinal  qualities  other  than  those  possessed  (1)  The  complete  quantitative  compo- 
by  the  narcotic  drug  alone:  sition  of  the  dosage  form. 

(1)  Not  more  than  200  milligrams  of  (2)  Description  of  the  unit  dosage 

codeine  per  100  milliliters  or  per  100  form  together  with  complete  labeling, 
grams  or  not  more  than  10  milligrams  (3)  ^  summary  of  the  pharmacology 
per  dosage  unit.  qj  product  including  animal  inves- 

(2)  Nor  more  than  100 milligrams  of  tigations  and  clinical  evaluations  and 

dihydrocodeine  per  100  milliliters  or  per  studies,  with  emphasis  on  the  psychic 
100  grams  or  not  more  than  5  milligrams  and/or  physiological  dependence  liability 
per  dosage  unit.  (thiis  must  be  done  for  each  of  the  active 

(3)  Not  more  than  100  milligrams  of  ingredients  separately  and  for  the  com- 
ethylmorphine  per  100  milliliters  or  per  bination  product) . 


§  308.32  Ex  ?epted  compounds. 

(a)  Until  criteria  are  adopted  by  the 
Bureau  by  which  the  Director  may  de¬ 
termine  whether  to  except  any  com- 
poimd,  mixture,  or  preparation  contain¬ 
ing  any  depressant  or  stimulant 
substance  listed  in  §  308.13  (b)  or  (c),  or 
in  §  308.14,  or  in  §  308.15,  from  the  ap¬ 
plication  of  all  or  any  part  of  the  Act 
pursuant  to  section  202(d)  of  the  Act 
(21  U.S.C.  812(d) ) ,  the  drugs  set  forth  in 
paragraph  (b)  of  this  section  have  been 
excepted  by  the  Director  from  applica¬ 
tion  of  the  sections  305,  307,  308,  and 
309  of  the  Act  (21  U.S.C.  825,  827-9) 
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Trade  name  or  other 


desienation  Composition  Manufacturer  or  supplier 


Kx.  No.  4126 . Capsule:  Pentabarbltal  sodium,  15  mg.;  extract  bel-  The  Zemmer  Co. 

ladonna,  10  mg. 

Rx.  No.  4143 . Capsule;  Phenobarbital,  H  pr-:  aminophylline,  1. 5  Ho. 

gr.;  potassium  iodide,  1  gr. 

Rx.  No.  4152 .  Tal)let:  Phenobarbital,  Vi  gr.;  atropine  sulfate,  Viao  Do. 

gr. 

Rx.  No.  4155 . Tablet:  Phenobarbital,  >4  pr.;  atropine  sulfate,  Mooo  Do. 

gr.;  aluminum  hydroxide  gel.  3*4  gr.;  kaolin,  3;'’4  gr. 

Rx.  No.  4170 .  Tablet:  Phenobarbital,  Vi  gr.;  atropine  sulfate,  Vioo  Do. 

gr.;  calcium  carbonate,  10  gr. 

Rx.  No.  41s4 . Capsule:  Sodium  butabarbital,  15  mg.;  belladonna  Do. 

extract.  15  iiig. _ 


PART  311— REGISTRATION  OF  IM¬ 
PORTERS  AND  EXPORTERS  OF 

CONTROLLED  SUBSTANCES 

General  Information 
§311.01  Scopcof  Part  311. 

Procedures  governing  the  registration 
of  importers  and  exporters  of  controlled 
substances  pursuant  to  sections  1007  and 
1008  of  the  Act  (21  U.S.C.  957-958)  are 
set  forth  generally  by  those  sections  and 
specifically  by  the  sections  of  this  part. 

§  311.02  Definitions. 

As  used  in  this  part,  the  following 
terms  shall  have  the  meanings  specified: 

(a)  The  term  “Act”  means  the  Con¬ 
trolled  Substances  Import  and  Export 
Act  (84  Stat.  1285;  21  U.S.C.  951). 

(b)  The  term  “Controlled  Substances 
Act”  means  the  Controlled  Substances 
Act  (84  Stat.  1242;  21  U.S.C.  801). 

(c)  The  term  “customs  territory  of  the 
United  States”  means  the  several  States, 
the  District  of  Columbia,  and  Puerto 
Rico. 

(d)  The  term  “export”  means,  with 
respect  to  any  article,  any  taking  out  or 
removal  of  such  article  from  the  juris¬ 
diction  of  the  United  States  (whether  or 
not  such  taking  out  or  removal  consti¬ 
tutes  an  exportation  within  the  meaning 
of  the  customs  and  related  laws  of  the 
United  States). 

(e)  The  term  “exporter”  includes  every 
person  who  exports,  or  who  acts  as  an 
export  broker  for  exportation  of.  con¬ 
trolled  substances  listed  in  schedules  I 
through  IV. 

(f)  The  term  “hearing”  means  any 
hearing  held  pursuant  to  this  part  for  the 
granting,  denial,  revocation  or  smspen- 
sion  of  a  registration  pursuant  to  section 
1008  of  the  Act  (21  U.S.C.  958). 

(g)  The  term  “import”  means,  with 
respect  to  any  article,  any  bringing  in 
or  introduction  of  such  article  into  either 
the  jurisdiction  of  the  United  States  or 
the  customs  territory  of  the  United 
States,  and  from  the  jurisdiction  of  the 
United  States  into  the  customs  territory 
of  the  United  States  (whether  or  not 
such  bringing  in  or  introduction  consti¬ 
tutes  an  importation  within  the  meaning 
of  the  tariff  laws  of  the  United  States) . 

(h)  The  term  “importer”  includes 
every  person  who  imports,  or  who  acts 
as  an  import  broker  for  importation  of, 
controlled  substances  listed  in  any 
Schedule. 

(i)  The  term  “jurisdiction  of  the 
United  States”  means  the  customs  ter¬ 
ritory  of  the  United  States,  the  Virgin 
Islands,  the  Canal  Zone,  Guam,  Ameri¬ 
can  Samoa,  and  the  Trust  Territories  of 
the  Pacific  Islands, 


(j)  The  terms  “register”  and  “regis¬ 
tration”  refer  only  to  registration  re¬ 
quired  and  permitted  by  section  1007  of 
the  Act  (21  UjS.C.  957). 

(k)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth 
in  section  1001  of  the  Act  (21  U.S.C. 
951)  or  21  CFR  301.02. 

§  311.03  Inforniutlon ;  spet’iul  in!itriic- 
lions. 

Information  regarding  procedures  un¬ 
der  these  rules  and  instructions  supple¬ 
menting  these  rules  will  be  furnished 
upon  request  by  writing  to  the  Registra¬ 
tion  Branch,  Bureau  of  Narcotics  and 
Dangerous  Drugs,  Department  of  Jus¬ 
tice,  Post  Office  Box  28083,  Central  Sta¬ 
tion,  Washington,  D.C.  20005. 

§  31 1.04  Inspection  or  record. 

The  record  bearing  on  any  registra¬ 
tion,  except  for  material  described  in 
§  301.04(b)  (3)  and  (4)  of  this  chapter, 
shall  be  available  for  public  inspection 
and  copying  during  office  hours  in  the 
office  of  the  Registration  Branch,  Bureau 
of  Narcotics  and  Dangerous  Drugs,  De¬ 
partment  of  Justice,  Washington,  D.C. 
20537,  or  in  the  Office  of  the  Hearing 
Clerk,  Bureau  of  Narcotics  and  Danger¬ 
ous  Drugs,  Department  of  Justice,  Wash¬ 
ington,  D.C.  20537,  if  such  report  is  part 
of  a  hearing  in  progress. 

Fees  for  Registration  and 
Reregistration 

§311.11  Foe  amounts. 

(a)  For  each  registration  or  reregis¬ 
tration  to  import  controlled  substances, 
the  registrant  shall  pay  a  fee  of  $25. 

(b)  For  each  registration  or  reregis¬ 
tration  to  export  controlled  substances, 
the  registrant  shall  pay  a  fee  of  $25. 

§  311.12  Time  of  payment;  refund. 

Registration  and  reregistration  fees 
shall  be  paid  at  the  time  when  the  appli¬ 
cation  for  registration  or  reregistration 
is  submitted  for  filing.  In  the  event  that 
the  application  is  not  accepted  for  filing 
or  is  denied,  the  payment  shall  be  re¬ 
funded  to  the  applicant. 

Requirements  of  Registration 
§  311.21  Person  required  to  register. 

Every  person  who  imports  any  con¬ 
trolled  substance,  or  who  exports  any 
controlled  substance  listed  in  schedules 
I  through  TV,  or  who  proposes  to  engage 
in  such  importation  or  exportation,  shall 
obtain  annually  a  registration  unless 
exempted  by  law  or  pursuant  to 
§§  311.24-28.  Only  persons  actually  en¬ 
gaged  in  such  activities  are  required  to 
obtain  a  registration;  related  or  affili¬ 


ated  persons  who  are  not  engaged  in 
such  activities  are  not  required  to  be 
registered.  (For  example,  a  stockholder 
or  parent  corporation  importing  con¬ 
trolled  substances  is  not  required  to 
obtain  a  registration.) 

§  311.22  Separate  regi:«lration  fur  in¬ 
dependent  activities. 

(a)  Every  person  who  engages  in  more 
than  one  group  of  independent  activi¬ 
ties,  as  described  in  §  301.22  of  this 
chapter  shall  obtain  a  separate  registra¬ 
tion  for  each  group  of  activities  as 
required  by  that  section. 

(b)  One  or  more  controlled  substances 
listed  in  schedules  II  through  V  may  be 
included  in  a  single  registration  to  en¬ 
gage  in  any  independent  activity.  Only 
one  basic  class  of  controlled  substance 
listed  in  schedule  I,  and  no  controlled 
substances  listed  in  any  other  schedule, 
may  be  included  in  a  single  registration. 

§  31 1.23  Separate  registrations  for  sepa¬ 
rate  locations. 

(a)  A  separate  registration  is  required 
for  each  principal  place  of  business  at 
one  general  principal  location  where  con¬ 
trolled  substances  are  imported  or  ex¬ 
ported  by  a  person. 

(b)  The  following  locations  shall  be 
deemed  not  to  be  places  where  controlled 
substances  are  imported  or  exported: 

(1)  A  warehouse  where  controlled 
substances  are  stored  on  behalf  of  a  reg¬ 
istered  person,  unless  such  substances 
are  distributed  directly  from  such  ware¬ 
house  to  persons  other  than  the  regis¬ 
tered  person  or  persons  not  required  to 
register  by  virtue  of  subsection  1007(b) 
(1)  (B)  (21  U.S.C.  957(b)  (1)  (b) ) ;  and 

(2)  An  office  used  by  agents  of  a  reg¬ 
istrant  where  sales  of  controlled  sub¬ 
stances  are  solicited,  made,  or  supervised 
but  which  neither  contains  such  sub¬ 
stances  (other  than  substances  for  dis¬ 
play  purposes)  nor  serves  as  a  distribu¬ 
tion  point  for  filling  sales  orders. 

§  311.24  Exemption  of  certain  military 
personnel. 

The  requirement  of  registration  is 
waived  for  any  official  of  the  U.S.  Army, 
Navy,  Air  Force,  Coast  Guard,  or  Public 
Health  Service  who  is  authorized  to  im¬ 
port  or  export  controlled  substances  in 
the  course  of  his  official  duties. 

§  311.25  Exemption  of  law  enforeement 
officials. 

The  requirement  of  registration  is 
waived  for  any  employee  of  the  Bureau, 
any  officer  of  the  U.S.  Bureau  of  Customs, 
any  officer  or  employee  of  the  U.S.  Food 
and  Drug  Administration,  and  any  other 
Federal  officer  who  is  lawfully  engaged 
in  the  enforcement  of  any  Federal  law 
relating  to  controlled  substances,  drugs 
or  customs,  and  is  duly  authorized  to 
possess,  import  or  export  controlled  sub¬ 
stances  in  the  course  of  his  official  duties. 

§  31 1.26  Exemption  for  ocean  vessels. 

Owners  of  vessels  described  in  §  301.28 
of  this  chapter  shall  not  be  deemed  to 
import  or  export  any  controlled  sub¬ 
stance  purchased  and  stored  in  accord¬ 
ance  with  that  section. 
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§  311.27  Exomplion  for  commercial  air¬ 
craft. 

Air  carriers  operating  aircraft  de¬ 
scribed  in  §  301.29  of  this  chapter  shall 
not  be  deemed  to  import  or  export  any 
controlled  substance  purchased  and 
stored  in  accordance  with  that  section. 

§  311.28  Exemptions  for  personal  medi¬ 
cal  use. 

(a)  Any  individual  who  has  in  his  pos¬ 
session  a  controlled  substance  listed  in 
schedules  n,  ni,  IV,  or  V,  which  he  has 
lawfully  obtained  for  his  personal  medi¬ 
cal  use,  or  for  administration  to  an  ani¬ 
mal  accompanying  him,  may  enter  or 
depart  the  United  States  with  such  sub¬ 
stance  notwithstanding  sections  1002- 
1005  of  the  Act  (21  U.S.C.  952-955),  pro¬ 
viding  the  following  conditions  are  met: 

(1)  The  controlled  substance  is  in  the 
original  container  in  which  it  was  dis¬ 
pensed  to  the  individual;  and 

(2)  Tlie  individual  makes  a  declara¬ 
tion  to  an  appropriate  official  of  the  U.S. 
Bureau  of  Customs  stating: 

(i)  That  the  controlled  substance  is 
possessed  for  his  personal  use,  or  for  an 
animal  accompanying  him;  and 

(ii)  The  trade  or  chemical  name  and 
the  symbol  designating  the  schedule  of 
the  controlled  substance  if  it  appears  on 
the  container  label,  or,  if  such  name  does 
not  appear  on  the  label,  the  name,  ad¬ 
dress,  and  prescription  number  of  the 
pharmacy  or  practitioner  who  dispensed 
the  substance. 

Applications  for  Registration 

§  .311.31  Time  for  applic-atiun  for  regis- 
tration ;  expiration  date. 

(a)  Any  person  who  is  required  to  be 
registered  and  who  is  not  so  registered 
may  apply  for  registration  at  any  time. 
No  person  required  to  be  registered  shall 
engage  in  any  activity  for  which  registra¬ 
tion  is  required  until  the  application  for 
registration  is  granted  and  a  registration 
certificate  is  issued  by  the  Director. 

(b)  Any  person  who  is  roistered  may 
apply  to  be  reregistered  not  more  than 
60  days  before  the  expiration  date  of 
his  registration. 

(c)  At  the  time  any  person  is  first  reg¬ 
istered,  he  will  be  assigned  to  one  of  12 
groups  in  the  same  manner  and  with 
the  same  effect  as  provided  in  §  301.31 
of  this  chapter. 

§311.32  Applioalion  forms;  rontenis; 
signature. 

(a)  Any  person  who  is  required  to  be 
registered  to  import  or  export  controlled 
substances,  and  who  is  not  so  registered, 
shall  apply  on  BND  Form  225. 

(b)  Any  person  who  is  registered  to 
import  or  export  controlled  substances, 
shall  apply  for  reregistration  on  BND 
Form  227, 

(c)  BND  Form  225  may  be  obtained  at 
any  regional  office  of  the  Bureau  or  by 
writing  to  the  Registration  Branch,  Bu¬ 
reau  of  Narcotics  and  Dangerous  Drugs, 
U.S.  Department  of  Justice,  Post  Office 
Box  28083,  Central  Station,  Washington, 
DC  20005.  BND  Form  227  will  be  mailed 
to  each  registered  importer  and  exporter 
approximately  60  days  before  the  expira¬ 


tion  date  of  his  registration;  if  any  regis¬ 
tered  person  does  not  receive  such  forms 
within  45  days  before  the  expiration  date 
of  his  registration,  he  must  promptly 
give  notice  of  such  fact  and  request  suclx 
forms  by  writing  to  the  Registration 
Branch  of  the  Bureau  at  the  foregoing 
address. 

(d)  Each  application  for  registration 
to  import  or  export  any  basic  class  of 
controlled  substance  listed  in  schedule 
1  shall  include  the  Bureau  Controlled 
Substance  Code  Number  for  the  basic 
class  to  be  covered  by  such  registration. 

(e)  Each  application  shall  include  all 
information  called  for  in  the  form,  unless 
the  item  is  not  applicable,  in  which  case 
this  fact  shall  be  indicated. 

(f)  Each  application,  attachment,  or 
other  document  filed  as  part  of  an  appli¬ 
cation,  shall  be  signed  by  the  applicant, 
if  an  individual;  by  a  partner  of  the  ap¬ 
plicant,  if  a  partnership;  or  by  an  officer 
of  the  applicant,  if  a  corporation,  associ¬ 
ation,  trust  or  other  entity. 

§  311.33  Filing  of  application;  accept¬ 
ance  for  filing;  additional  informa¬ 
tion;  amendments  to  and  withdrawals 
of  applications. 

Applications  for  registration  to  import 
or  export  controlled  substances  shaU  be 
filed,  accepted  for  filing,  supplemented, 
amended  and  withdrawn  as  provided  in 
§  301.34-301.37  of  this  chapter. 

Action  on  Applications  for  Registra¬ 
tion:  Revocation  or  Suspension  of 

Registration 

§  311.41  Administrative  review  gen¬ 
erally. 

The  Director  may  inspect,  or  cause  to 
be  inspected,  the  establishment  of  an 
applicant  or  registrant,  pursuant  to 
§  316.01  of  this  chapter.  ITie  Director 
shall  review  the  application  for  registra¬ 
tion  and  other  information  gathered  by 
the  Bureau  regarding  an  applicant  in 
order  to  determine  whether  the  appli¬ 
cable  standards  of  section  1008  of  the  Act 
(21  U.S.C.  958)  have  been  met  by  the 
applicant. 

§  311.42  Application  for  importation  of 
schedule  I  and  11  substances. 

(a)  In  the  case  of  an  application  for 
registration  to  import  a  basic  class  of  any 
controlled  substance  listed  in  schedule 
I  or  II,  under  the  authority  of  section 
1002(a)(2)(B)  of  the  Act  (21  U.S.C. 
952(a)  (2)  (B) ) ,  the  Director  shall,  upon 
the  filing  of  such  application,  publish  in 
the  Federal  Register  a  notice  naming 
the  applicant  and  stating  that  such 
applicant  has  applied  to  be  registered  as 
an  importer  of  a  basic  class  of  narcotic 
or  nonnarcotic  controlled  substance, 
which  class  shall  be  identified.  A  copy 
of  said  notice  shall  be  mailed  simulta¬ 
neously  to  each  person  registered  as  a 
bulk  manufacturer  of  that  basic  class  and 
to  any  other  applicant  therefor.  Any 
such  person  may,  within  30  days  from 
the  date  of  publication  of  the  notice  in 
the  Federal  Register,  file  written  com¬ 
ments  on  or  objections  to  the  issuance  of 
the  same  time,  file  a  written  request  for 
a  hearing  on  the  application.  If  a  hear¬ 
ing  is  requested,  the  Director  shall  hold 


a  hearing  on  the  application  pursuant  to 
§  311.51.  Notice  of  the  hfearing  shall  be 
published  in  the  Federal  Register,  and 
shall  be  mailed  simultaneously  to  the 
applicant  and  to  all  persons  to  whom 
notice  of  the  application  was  mailed. 
Notice  of  the  hearing  shall  contain  a 
summary  of  all  comments  and  objections 
filed  regarding  the  application  and  shall 
state  the  time  and  place  for  the  hearing, 
which  shall  not  be  less  than  30  days 
after  the  date  of  publication  of  such 
notice  in  the  Federal  Register.  A  hearing 
pursuant  to  this  section  may  be  consoli¬ 
dated  with  a  hearing  held  pursuant  to 
§  311.43  or  §  311.44. 

(b)  In  determining  whether  competi¬ 
tion  among  the  domestic  manufacturers 
of  a  controlled  substance  is  adequate 
within  the  meaning  of  •  section 
'1002(a)(2)(B)  of  the  Act  (21  U.S.C. 
952(a)(2)(B)),  the  Director  shall  con¬ 
sider  among  other  factors: 

(1)  The  extent  of  price  rigidity  in  the 
light  of  changes  in  (i)  raw  materials 
and  other  costs  and  (ii)  conditions  of 
supply  and  demand; 

(2)  The  extent  of  service  and  quality 
competition  among  the  domestic  manu¬ 
facturers  'for  shares  of  the  domestic 
market; 

(3)  The  existence  of  substantial  dif¬ 
ferentials  between  (i)  domestic  prices 
and  (ii)  the  higher  of  prices  generally 
prevailing  in  foreign  markets  or  the 
prices  at  which  foreign  manufacturers 
are  committed  to  undertake  to  provide 
such  products  in  the  domestic  market  in 
conformity  with  the  Act  or  the  Con¬ 
trolled  Substances  Act.  In  determining 
the  existence  of  substantial  differentials 
hereunder,  appropriate  consideration 
should  be  given  to  any  additional  costs 
imposed  on  domestic  manufacturers  by 
the  requirements  of  the  Act  or  the  Con¬ 
trolled  Substances  Act  and  such  other 
factors  as  the  Director  may  deem  rele- 
vent.  In  no  event  shall  a  foreign  manu¬ 
facturer’s  offering  prices  in  the  United 
States  be  considered  if  they  are  lower 
than  those  prevailing  in  the  foreign 
manufacturer’s  own  domestic  market. 

(c)  In  considering  the  scope  of  the 
domestic  market,  consideration  shall  be 
given  to  substitute  products  which  arc 
reasonably  interchangeable  in  terms  of 
price,  quality  and  use. 

(d)  The  fact  that  the  number  of  ex¬ 
isting  manufacturers  is  small  shall  not 
demonstrate,  in  and  of  itself,  that  ade¬ 
quate  competition  among  them  does  not 
exist. 

§311.43  Certifirate  of  registration;  de¬ 
nial  of  registration. 

(a)  The  Director  shall  issue  a  certifi¬ 
cate  of  registration  (BND  Form  223)  to 
an  applicant  if  the  Issuance  of  registra¬ 
tion  or  reregistration  is  required  under 
the  applicable  provisions  of  section  1008 
of  the  Act  (21  U.S.C.  958).  In  the  event 
the  issuance  of  registration  or  reregis¬ 
tration  is  not  required,  the  Director  shall 
deny  the  application.  Before  denying  any 
application,  the  Director  shall  issue  an 
order  to  show  cause  pursuant  to  §  311.47 
and,  if  requested  by  the  applicant,  shall 
hold  a  hearing  on  the  application  pursu¬ 
ant  to  §  311.51. 
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(b)  The  certificate  of  registration 
(BND  Form  223)  shall  contain  the  in¬ 
formation,  and  shall  be  displayed  in  the 
manner  prescribed  in  21  CFR  301.44(b). 

§  311.44  Suspension  or  revocation  of 
registration. 

(a)  The  Director  may  suspend  any 
registration  pursuant  to  section  304(a) 
of  the  Controlled  Substances  Act  (21 
U.S.C.  824  (a))  for  any  period  of  time 
he  determines. 

(b)  The  Director  may  revoke  any  reg¬ 
istration  pursuant  to  section  304(a)  of 
the  Controlled  Substances  Act  (21  U.S.C. 
824(a) ). 

(c)  Before  revoking  or  suspending  any 
registration,  the  Director  shall  issue  an 
order  to  show  cause  pursuant  to  §  310.47 
of  this  chapter,  and  if  requested  by  the 
registrant,  shall  hold  a  hearing  pursu¬ 
ant  to  §  311.51.  Notwithstanding  the  re¬ 
quirements  of  this  section,  however,  the 
Director  may  suspend  any  registration 
pending  a  final  order  pursuant  to 
§  311.45. 

(d)  Upon  service  of  the  order  of  the 
Director  suspending  or  revoking  regis¬ 
tration,  the  registrant  shall  immediately 
deliver  his  certificate  of  registration  and 
any  order  forms  or  permits  in  his  posses¬ 
sion  to  the  nearest  office  of  the  Bureau. 
The  suspension  or  revocation  of  a  regis¬ 
tration  shall  suspend  or  revoke  any  per¬ 
mits  issued  pursuant  to  Part  312  of  this 
chapter.  Also,  upon  service  of  the  order 
of  the  Director  revoking  registration,  the 
registrant  shall,  as  instructed  by  the 
Director; 

(1)  Deliver  all  controlled  substances 
in  his  possession  to  the  nearest  office  of 
the  Bureau  or  to  authorized  agents  of 
the  Bureau;  or 

(2)  Place  all  controlled  substances  in 
his  possession  under  seal  as  described  in 
section  304(f)  of  the  Controlled  Sub¬ 
stances  Act  (21  U.S.C.  824(f) ) . 

(e)  In  the  event  that  revocation  or 
suspension  is  limited  to  a  particular  con¬ 
trolled  substance  or  substances,  the  regis¬ 
trant  shall  be  given  a  new  certificate  of 
registration  for  all  substances  not  af¬ 
fected  by  such  revocation  or  suspension. 
The  registrant  shall  deliver  the  old  reg¬ 
istration  and,  if  appropriate,  any  order 
forms  or  permits  in  his  possession  to  the 
nearest  office  of  the  Bureau.  Also,  the 
registrant  shall,  as  instructed  by  the 
Director: 

(1)  Deliver  to  the  nearest  office  of  the 
Bureau  or  to  authorized  agents  of  the 
Bureau  all  of  the  particular  controlled 
substance  or  substances  affected  by  the 
revocation  or  suspension  which  are  in  his 
possession;  or 

(2)  Place  all  of  such  substances  under 
seal  as  described  in  section  304(f)  of  the 
Controlled  Substances  Act  (21  U.S.C. 
824(f)). 

§  311.45  Suspension  of  registration 
pending  final  order. 

(a)  The  Director  may  suspend  any 
registration  simultaneously  with  or  at 
any  time  subsequent  to  the  service  upon 
the  registrant  of  an  order  to  show  cause 
why  such  registration  should  not  be  re¬ 
voked  or  stispended,  in  any  case  where 
he  finds  that  there  is  an  imminent  dan¬ 


ger  to  the  public  health  or  safety.  If  the 
Director  so  suspends,  he  shall  serve  with 
the  order  to  show  cause  pursuant  to 
§311.47  an  order  of  immediate  suspen¬ 
sion  which  shall  contain  a  statement  of 
his  findings  regarding  the  danger  to  pub¬ 
lic  health  or  safety. 

(b)  Upon  receipt  of  the  order  of  im¬ 
mediate  suspension,  the  registrant  shall 
promptly  return  his  certificate  of  regis¬ 
tration  and  any  order  forms  and  permits 
in  his  possession  to  the  nearest  office  of 
the  Bureau.  The  suspension  of  any  reg¬ 
istration  under  this  section  shall  suspend 
any  permits  issued  pursuant  to  Part  312 
of  this  chapter. 

(c)  Any  suspension  shall  continue  in 
effect  until  the  conclusion  of  all  pro¬ 
ceedings  upon  revocation  or  suspension, 
including  any  judicial  review  thereof, 
unless  sooner  withdrawn  by  the  Director 
or  dissolved  by  a  court  of  competent 
jurisdiction.  Any  registrant  whose  reg¬ 
istration  is  suspended  under  this  section 
may  request  a  hearing  on  the  revocation 
or  suspension  of  his  registration  at  a 
time  earlier  than  specified  in  the  order  to 
show  cause  pursuant  to  §  312.47  which 
request  shall  be  granted  by  the  Director, 
who  shall  fix  a  date  for  such  hearing 
as  early  as  reasonably  possible. 

§  .31  1.46  Extrusion  of  regislrulutn  pend¬ 
ing  final  order. 

An  applicant  for  reregistration  who  is 
doing  business  under  a  registration  pre¬ 
viously  granted  and  not  revoked  or  sus¬ 
pended  may  have  the  existing  registra¬ 
tion  extended  and  continue  in  effect  until 
the  date  on  which  the  Director  issues 
his  order  on  the  application  for  reregis¬ 
tration  as  provided  in  §  301.47  of  this 
chapter. 

§  31 1.47  Order  to  show  eause. 

(a)  If,  upon  examination  of  the  appli¬ 
cation  for  registration  from  any  appli¬ 
cant  and  other  information  gathered  by 
the  Bureau  regarding  the  applicant,  the 
Director  is  unable  to  make  the  deter¬ 
minations  required  by  the  applicable  pro¬ 
visions  of  section  303  of  the  Controlled 
Substances  Act  (21  U.S.C,  823)  to  reg¬ 
ister  the  applicant,  the  Director  shall 
serve  upon  the  applicant  an  order  to 
show  cause  why  the  registration  should 
not  be  denied,  as  provided  in  §  301.48  of 
this  chapter. 

(b)  If,  upon  information  gathered  by 
the  Bureau  regarding  any  registrant,  the 
Director  determines  that  the  registra¬ 
tion  of  such  registrant  is  subject  to  sus¬ 
pension  or  revocation  pursuant  to  sec¬ 
tion  304  of  the  Controlled  Substances 
Act  (21  U.S.C.  824),  the  Director  shall 
serve  upon  the  registrant  an  order  to 
show  cause  why  the  registration  should 
not  be  revoked  or  suspended,  as  pro¬ 
vided  in  §  301.48  of  this  chapter. 

Hearings 

§  31 1.51  Hoaring!i  generally. 

(a)  In  any  case  where  the  Director 
shall  hold  a  hearing  on  any  registration 
or  applictaion  thereof,  the  procedures 
for  such  hearing  shall  be  governed  gen¬ 
erally  by  the  adjudication  procedures  set 
out  in  the  Administrative  Procedure  Act 
(5  U.S.C.  551-559)  and  specifically  by 


section  1008  of  the  Act  (21  U.S.C.  958), 
by  §  311.52-.53,  and  by  the  procedure  for 
hearings  pursuant  to  sections  303  and 
304  of  the  Controlled  Substances  Act  (21 
U.S.C.  823-824)  set  forth  in  §  301.52-.73 
of  this  chapter. 

(b)  Any  hearing  under  this  part  shall 
be  independent  of,  and  not  in  lieu  of, 
criminal  prosecutions  or  other  proceed¬ 
ings  under  the  Act  or  any  other  law  of 
the  United  States. 

§.3 11. .52  Hearings  on  applieulion  for 

inipurtation  of  sehedulc  1  and  II 

Milistanees. 

A  hearing  on  an  application  for  reg¬ 
istration  to  import  a  basic  class  of  any 
controlled  substance  in  schedule  I  or  II 
required  by  §  311.42  shall  be  held  under 
the  same  procedures  prescribed  in 
§§  301.51-301.73  of  this  chapter  for  a 
hearing  on  an  application  for  registra¬ 
tion  to  manufacture  in  bulk  a  basic  class 
of  any  controlled  substance. 

§  3 1 1 .5.3  Burden  of  proof. 

(a)  At  any  hearing  on  the  granting 
or  denial  of  an  applicant  to  be  regis¬ 
tered  to  import  or  export  any  controlled 
substance  in  schedule  I  or  II,  the  appli¬ 
cant  shall  have  the  burden  of  proving 
that  the  requirements  for  each  registra¬ 
tion  pursuant  to  section  1008(a)  of  the 
Act  (21  U.S.C.  958(a) )  are  satisfied.  Any 
other  person  participating  in  the  hear¬ 
ing  pursuant  to  §  310.42  of  this  chapter 
shall  have  the  burden  of  proving  any 
propositions  of  fact  or  law  asserted  by 
him  in  the  hearings. 

(b)  At  any  other  hearing  for  the  de¬ 
nial  of  a  registration,  the  Bureau  shall 
have  the  burden  of  proving  that  the  re¬ 
quirements  for  such  registration  pur¬ 
suant  to  section  1008(c)  of  the  Act  (21 
U.S.C.  958(c))  are  not  satisfied. 

(c)  At  any  hearing  for  the  revocation 
or  suspension  of  a  registration,  the 
Bureau  shall  have  the  burden  of  proving 
that  the  requirements  for  such  revoca¬ 
tion  or  suspension  to  section  304(a)  of 
the  Controlled  Substances  Act  (21  U.S.C. 
824(a) )  are  satisfied. 


PART  312— IMPORTATION  AND  EX¬ 
PORTATION  OF  CONTROLLED  SUB¬ 
STANCES 

§  312.01  Scope  of  Part  312. 

Procedures  governing  the  importation, 
exportation,  transshipment  and  in¬ 
transit  shipment  of  controlled  substances 
pursuant  to  sections  1002,  1003,  and  1004 
of  the  Act  (21  U.S.C.  952,  953,  and  954) 
are  governed  generally  by  those  sections 
and  specifically  by  the  sections  of  this 
part. 

§  312.02  Definitions. 

As  used  in  this  part,  the  following 
terms  shall  have  the  meanings  speci¬ 
fied; 

(a)  The  term  “Act”  means  the  Con¬ 
trolled  Substances  Import  and  Export 
Act  (84  Stat.  1285;  21  US.C.  951). 

(b)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth 
in  sections  1001  and  102  of  the  Act  (21 
U.S.C.  951  and  802)  and  §  311.02  of  this 
chapter. 
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Importation  of  Controlled  Substances 

§  312.11  Requirement  of  authorization 

to  import. 

(a)  No  person  shall  import  or  cause 
to  be  imported  any  controlled  substance 
listed  in  schedule  I  or  n  or  any  narcotic 
controlled  substance  listed  in  schedules 

III,  IV,  or  V  unless  and  until  such  person 
is  registered  imder  the  Act  (or  exempt 
from  registration)  and  the  Director  has 
issued  him  a  permit  to  do  so  pursuant 
to  §  312.13. 

(b)  No  person  shall  import  or  cause 
to  be  imported  any  nonnarcotic  con¬ 
trolled  substances  listed  in  schedules  III, 

IV,  or  V  unless  and  imtil  such  person  is 
registered  imder  the  Act  (or  exempt 
from  registration)  and  he  has  filed  an 
import  declaration  to  do  so  with  the 
Director  at  least  15  days  prior  to  im¬ 
portation,  pursuant  to  §  312.18. 

(c)  When  an  import  permit  or  decla¬ 
ration  is  required,  a  separate  permit  or 
declaration  must  be  obtained  for  each 
consignment  of  controlled  substances  to 
be  imported. 

§  312.12  Applicaliun  for  import  permit. 

(a)  An  application  for  a  pennit  to  im¬ 
port  controlled  substances  shall  be  made 
on  END  Form  85.  END  Form  85  may  be 
obtained  from,  and  shall  be  filed  with, 
the  Distribution  Audit  Eranch,  Eureau  of 
Narcotics  and  Dangerous  Drugs,  Depart¬ 
ment  of  Justice,  Washington,  D.C.  20537. 
Each  application  shall  show  the  date  of 
execution,  the  registration  number  of  the 
importer,  and  the  name  and  detailed  de¬ 
scription  of  each  of  the  controlled  sub¬ 
stances  desired  to  be  imported,  the  net 
quantity  of  each,  the  anhydrous  alka¬ 
loid  content  in  any  narcotic  controlled 
substance  to  be  imported,  if  known,  the 
niunber  and  size  of  packages  or  contain¬ 
ers,  the  name  and  quantity  of  the  con¬ 
trolled  substance  contained  in  any 
preparation,  and  the  quantity  of  any 
solids  being  given  in  kilograms  or  parts 
thereof.  The  application  shall  also  in¬ 
clude  the  following: 

(1)  The  name,  address,  and  business 
of  the  consignor,  if  known  at  the  time 
application  is  submitted,  but  if  imknown 
at  that  time,  the  fact  should  be  indicated 
and  the  name  and  address  afterwards 
furnished  to  the  Director  as  soon  as  as¬ 
certained  by  the  importer; 

(2)  The  foreign  port  of  exportation 
(i.e.),  the  place  where  the  article  will 
begin  its  journey  of  exportation  to  the 
United  States) ; 

(3)  The  port  of  entry  into  the  United 
States; 

(4)  The  latest  date  said  shipment  will 
leave  said  foreign  iwrt; 

(5)  The  stock  on  hand  of  the  con¬ 
trolled  substance  desired  to  be  imported; 

(6)  The  name  of  the  importing  car¬ 
rier  or  vessel  (if  known,  or  if  unknown 
it  should  be  stated  whether  shipment  will 
be  made  by  express,  freight,  or  other¬ 
wise,  imports  of  controlled  substances  in 
schedules  I  or  n  and  narcotic  drugs  in 
schedules  m,  rv,  or  V  by  mail  being 
prohibited) ; 

(7)  The  total  tentative  allotment  to 
the  importer  of  such  controlled  substance 
for  the  current  calendar  year; 


(8)  The  total  number  of  kilograms  of 
said  allotment  for  which  permits  have 
previoiisly  been  issued  and  the  total 
quantity  of  controlled  substance  actually 
imported  during  the  current  year  to  date. 

(b)  If  desired,  alternative  foreign 
ports  of  exportation  within  the  same 
covmtry  may  be  indicated  upon  the  ap¬ 
plication  (e.g.,  (1)  Calcutta,  (2)  Eom- 
bay).  If  a  formal  pennit  is  issued  pur¬ 
suant  to  such  application,  it  will  bear 
the  names  of  the  two  ports  in  the  order 
given  in  the  application  and  will  author¬ 
ize  shipment  from  either  port.  Alternate 
ports  in  different  coimtries  will  not  be 
authorized  in  the  same  permit, 

§  312.13  Issuance  of  import  permit. 

(a)  The  Director  may  authorize  im¬ 
portation  of  any  controlled  substance 
listed  in  schedule  I  or  II  or  any  narcotic 
drug  in  listed  schedule  III,  IV,  or  V  if 
he  finds; 

(1)  That  the  substance  is  crude 
opium  or  coca  leaves  in  such  quantity  as 
he  finds  necessary  to  provide  for  med¬ 
ical,  scientific,  or  other  legitimate 
purposes; 

(2)  That  the  substance  is  necessary 
to  provide  for  medical  and  scientific 
needs  or  other  legitimate  needs  of  the 
United  States  during  an  emergency 
where  domestic  supplies  of  such  sub¬ 
stance  or  drug  are  found  to  be  inade¬ 
quate,  or  in  any  case  in  which  the  Di¬ 
rector  finds  that  competition  among 
domestic  manufacturers  of  the  controlled 
substance  is  inadequate  and  will  not  be 
rendered  adequate  by  the  registration 
of  additional  manufacturers  under  sec¬ 
tion  303  of  the  Controlled  Substances 
Act  (21  U.S.C.  823);  or 

(3)  That  the  domestic  supply  of  any 
controlled  substance  is  inadequate  for 
scientific  studies,  and  that  the  importa¬ 
tion  of  that  substance  for  scientific  pur¬ 
poses  is  only  for  delivery  to  officials  of 
the  United  Nations,  of  the  United  States, 
or  of  any  State,  or  to  any  person  regis¬ 
tered  or  exempted  from  registration  im¬ 
der  sections  1007  and  1008  of  the  Act 
(21  U.S.C,  957  and  958) . 

(b)  If,  after  careful  consideration  of 
the  application,  it  is  found  that  approval 
cannot  be  given,  such  fact  and  the  rea¬ 
sons  therefor  will  be  communicated  to 
the  applicant  by  the  Director.  If  addi¬ 
tional  information  is  required,  or  other 
action  is  necessary  to  correct  any  mis¬ 
take  or  irregularity  in  the  application 
or  accompanying  documents,  oppor¬ 
tunity  will  be  afforded  the  prospective 
importer  by  the  Director  to  furnish  such 
additional  information  or  to  correct  such 
mistake  or  irregularity  before  the  appli¬ 
cation  is  finally  approved. 

(c)  Each  import  permit  shall  be  se¬ 
rially  numbered  and  all  five  copies  shall 
bear  the  same  serial  number.  All  copies 
of  import  permits  shall  bear  the  signa¬ 
ture  of  the  Director  or  his  delegate,  and 
facsimiles  of  signatures  shall  not  be 
used.  No  permit  shall  be  altered  or 
changed  by  any  person  after  being 
signed  by  the  Director  or  his  delegate  and 
any  change  or  alteration  upon  the  fact 
of  any  permit,  after  it  shall  have  been 
signed  by  the  Director  or  his  delegate 
shall  render  it  void  and  of  no  effect. 


Permits  are  not  transferable.  Each  copy 
of  the  permit  shall  have  printed  or 
stamped  thereon  the  disposition  to  be 
made  thereof.  Each  permit  shall  be 
dated  and  shall  certify  that  the  importer 
named  therein  is  thereby  permitted  as 
a  registrant  under  the  Act,  to  import, 
through  the  port  named,  one  shipment 
of  not  to  exceed  the  specified  quantity 
of  the  named  controlled  substances, 
shipment  to  be  made  before  a  specified 
date.  Not  more  than  one  shipment  shall 
be  made  on  a  single  import  permit.  The 
permit  shall  state  that  the  Director  is 
satisfied  that  the  consignment  proposed 
to  be  imported  is  required  for  legitimate 
purposes. 

§  312.14  Distribution  of  copies  of  im¬ 
port  permit. 

An  import  permit  approved  by  the  Di¬ 
rector  shall  be  prepared  in  qumtuplicate 
(numbered  Copy  1,  Copy  2,  etc.,  respec¬ 
tively),  each  copy  being  signed  by  the 
Director  or  his  delegate.  After  being 
signed,  these  copies  shall  be  distributed 
and  serve  purposes  as  follows; 

(a)  Copy  1  and  Copy  5  shall  be  trans¬ 
mitted  by  the  Eureau  to  the  importer, 
who  shall  retain  Copy  5  on  file  as  his 
record  of  authority  for  the  importation, 
and  shall  transmit  Copy  1  to  the  foreign 
exporter.  The  foreign  exporter  will  sub¬ 
mit  Copy  1  to  the  proper  governmental 
authority  in  the  exporting  country,  if  re¬ 
quired,  as  a  prerequisite  to  the  issuance 
of  an  export  authorization.  This  copy 
of  the  permit  will  accompany  the  ship¬ 
ment.  Upon  arrival  of  the  imported  mer¬ 
chandise,  the  District  Director  of  the  U.S. 
Eureau  of  Customs,  at  the  port  of  entry 
will,  after  appraising  the  merchandise, 
forward  Copy  1  to  the  Distribution  Audit 
Eranch  with  a  report  on  the  reverse  side 
of  such  copy,  showing  the  name  of  the 
port  of  importation,  date  prepared,  name 
and  net  quantity  of  each  substance,  and 
report  of  analysis  of  the  merchandise 
entered. 

(b)  Copy  2  shall  be  forwarded  by  the 
Eureau  to  the  proper  governmental  au¬ 
thorities  of  the  exporting  country. 

(c)  Copy  3  shall  be  forwarded  by  the 
Eureau  to  the  District  Director  of  the 
U.S.  Eureau  of  Customs  at  the  U.S.  port 
of  entry,  which  shall  be  the  customs 
port  of  destination  in  the  case  of  diip- 
ments  transported  under  immediate 
transportation  entries,  in  order  that  the 
District  Director  may  compare  it  with 
Copy  1  and  the  bill  of  lading  upon  ar¬ 
rival  of  the  merchandise.  If  a  discrepancy 
is  noted  between  corresponding  items 
upon  different  copies  of  a  permit  bear¬ 
ing  the  same  serial  number  when  com¬ 
pared  by  the  District  Director,  he  shall 
refuse  to  permit  entry  of  the  merchandise 
until  the  facts  are  communicated  to  the 
Eiu-eau  and  further  instructions  are  re¬ 
ceived. 

» 

§  312.15  Shipments  in  greater  or  less 
amount  than  authorized. 

(a)  If  the  shipment  made  under  an 
import  permit  is  greater  than  the  maxi¬ 
mum  amount  authorized  to  be  imported 
under  the  permit,  as  determined  at  the 
weighing  by  the  District  Director  of  the 
U.S.  Eureau  of  Customs,  such  differ- 
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ence  shall  be  seized  subject  to  forfeiture, 
pending  an  explanation;  except  that 
shipments  of  substances  exceeding  the 
maximum  authorized  amount  by  less 
than  1  percent  may  be  released  to  the 
importer  upon  the  filing  by  him  of  an 
amended  import  permit.  If  the  substance 
is  included  in  schedule  I,  it  will  be  sum¬ 
marily  forfeited  to  the  Government. 

<b)  If  the  shipment  made  imder  the 
permit  is  less  than  the  maximum  amount 
authorized  to  be  imported  under  the 
permit  as  determined  at  the  weighing  by 
the  District  Director  of  the  U.S.  Bureau 
of  Customs,  such  difference,  when  as¬ 
certained  by  the  Bureau,  shall  be  re- 
credited  to  the  tentative  allotment 
against  which  the  quantity  covered  by 
the  permit  was  charged,  and  the  balance 
of  any  such  tentative  allotment  with  any 
such  recredits  will  remain  available  to 
the  importer  to  whom  made  (unless  pre¬ 
viously  revoked  in  whole  or  in  part) ,  for 
imix>rtations  pursuant  to  any  permit  or 
permits  as  are  requested  and  issued  dur¬ 
ing  the  remainder  of  the  calendar  year 
to  which  the  allotment  is  applicable.  No 
Ijermit  shall  be  issued  for  importation  of 
a  quantity  of  controlled  substances  as  a 
charge  against  the  tentative  allotment 
for  a  given  calendar  year,  after  the  close 
of  such  calendar  year,  unless  the  Direc¬ 
tor  of  the  Bureau  decides  to  make  an 
exception  for  good  cause  shown. 

§  312.16  Canrellalion  of  peritiil;  ex¬ 
piration  dale. 

(a)  A  permit  may  be  canceled  after 
being  issued,  at  the  request  of  the  im¬ 
porter,  provided  no  shipment  has  been 
made  thereunder.  In  the  event  that  a 
permit  is  lost,  the  Director  may,  upon 
the  production  by  the  imi>orter  of  satis¬ 
factory  proof,  by  affidavit  or  otherwise, 
issue  a  duplicate  permit.  Nothing  in  this 
part  shall  affect  the  right,  hereby  re¬ 
served  by  the  Director,  to  cancel  a  permit 
at  any  time  for  proper  cause. 

<b)  An  import  permit  shall  not  be 
valid  after  the  date  specified  therein,  and 
in  no  event  shall  the  date  be  subsequent 
to  6  months  after  the  date  the  permit  is 
issued.  Any  unused  import  permit  shall 
be  returned  for  cancellation  by  the  reg¬ 
istrant  to  the  Distribution  Audit  Branch, 
Bureau  of  Narcotics  and  Dangerous 
Drugs,  Department  of  Justice,  Washing¬ 
ton,  D.C. 20537. 

§  312.17  Special  report  from  importers. 

Whenever  requested  by  the  Director, 
importers  shall  render  to  him  not  later 
than  30  days  after  receipt  of  the  request 
therefor  a  statement  under  oath  of  the 
stocks  of  controlled  substances  on  hand 
as  of  the  date  specified  by  the  Director 
in  his  request,  and,  if  desired  by  the  Di¬ 
rector,  an  estimate  of  the  probable  re¬ 
quirements  for  legitimate  uses  of  the 
importer  for  any  subsequent  period  that 
may  be  designated  by  the  Director,  In 
lieu  of  any  special  statement  that  may 
be  considered  necessary,  the  Director 
may  accept  the  figures  given  upon  the 
reports  subsequent  by  said  importer  im¬ 
der  Part  304  of  this  chapter. 


§  312.18  Content!^  of  import  declaration. 

(a)  Any  nonnarcotic  substance  listed 
in  schedule  III,  rv,  or  V  may  be  im¬ 
ported  if  that  substance  is  needed  for 
medical,  scientific  or  other  legitimate 
uses  in  the  United  States,  and  will  be  im¬ 
ported  pursuant  to  controlled  substances 
import  declaration. 

(b)  A  registrant  desiring  to  import 
any  nonnarcotic  controlled  substance  in 
schedules  in,  IV,  or  V  must  furnish  a 
controlled  substances  import  declara¬ 
tion  and  BND  Form  236  to  the  Registra¬ 
tion  Branch,  Bureau  of  Narcotics  and 
Dangerous  Drugs,  Department  of  Jus¬ 
tice,  Post  Office  Box  28083,  Washington, 

DC  20005,  not  later  than  fifteen  (15) 
calendar  days  prior  to  the  proposed  date 
of  importation  and  distribute  four  cop¬ 
ies  of  same  as  hereinafter  directed  in 
§  312.19. 

(c)  BND  Form  236  must  be  executed 
in  quintuplicate  and  will  include  the  fol¬ 
lowing  information: 

(1)  The  name,  address,  and  registra¬ 
tion  number  of  the  importer;  and  the 
name  and  address  and  registration  num¬ 
ber  of  the  import  broker,  if  any;  and 

( 2 )  A  complete  description  of  the  con¬ 
trolled  substances  to  be  imported,  in¬ 
cluding  name,  quantity,  and  dosage 
units;  and 

(3)  The  proposed  import  date,  the 
foreign  port  of  exportation  to  the  United 
States,  the  port  of  entry,  and  me  name, 
address,  and  registration  number  of  the 
recipient  in  the  United  States;  and 

(4)  The  name  and  address  of  the  con¬ 
signor  in  the  foreign  country  of  ex¬ 
portation,  and  any  registration  or  li¬ 
cense  numbers  if  the  consignor  is  re¬ 
quired  to  have  such  numbers  either  by 
the  country  of  exportation  or  under 
U.S.  law. 

(d)  Notwithstanding  the  time  limita¬ 
tions  included  in  paragraph  (a)  of  this 
section,  a  registrant  may  obtain  a  spe¬ 
cial  waiver  of  these  time  limitations  in 
emergency  or  unusual  instances,  pro¬ 
vided  that  a  specific  confirmation  is  re¬ 
ceived  from  the  Director  or  his  delegate 
advising  the  registrant  to  proceed  pur¬ 
suant  to  the  special  waiver. 

§  312.19  Dihtrihiilion  of  import  dcrlara- 
lion. 

The  required  five  copies  of  the  con¬ 
trolled  substances  import  declaration 
will  be  distributed  as  follows; 

(a)  Copy  1,  Copy  2,  and  Copy  3  shall 
be  transmitted  to  the  foreign  shipper. 
The  foreign  shipper  will  submit  Copy 

1  to  the  proper  governmental  authority 
in  the  foreign  country,  if  required  as  a 
prerequisite  to  export  authorization. 
Copy  1  will  then  accompany  the  ship¬ 
ment  to  its  destination,  and  shall  be 
retained  on  file  by  the  importer.  Copy 

2  shall  be  detached  and  retained  by  the 
appropriate  customs  official  of  the  for¬ 
eign  country.  Copy  3  shall  be  removed 
by  the  District  Director  of  the  U.S. 
Bureau  of  Customs  at  the  port  of  entry, 
who  shall  sign  and  date  the  certifica¬ 
tion  of  customs  on  Copy  3,  nothing  any 
changes  from  the  entries  made  by  the 
importer,  and  shall  then  forward  that 


copy  to  the  Registration  Branch  of  the 
Bureau. 

(b)  Copy  4  shall  be  forwarded  directly 
to  the  Distribution  Registration  Branch, 
Bureau  of  Narcotics  and  Dangerous 
Drugs,  Department  of  Justice,  Washing¬ 
ton,  D.C.  20537,  at  least  15  days  prior  to 
the  proposed  date  of  importation. 

(c)  Copy  5  shall  be  retained  by  the 
importer  on  file  as  his  record  of  author¬ 
ity  for  the  importation. 

Exportation  of  Controlled  Substances 

§312.21  Requirement  uf  authori/.ulion 
to  export. 

(a)  No  person  shall  in  any  manner 
export  or  cause  to  be  exported  from  the 
United  States  any  controlled  substance 
listed  in  schedule  I  or  II,  and  any  nar¬ 
cotic  drug  listed  in  schedule  III  or  IV, 
unless  and  until  such  person  is  registered 
under  the  Act  (or  exempted  from  regis¬ 
tration)  and  the  Director  has  issued  him 
a  permit  to  do  so  pursuant  to  §  312.23. 

(b)  No  person  shall  in  any  manner 
export  or  cause  to  be  exported  from  the 
United  States  any  nonnarcotic  controlled 
substance  listed  in  schedule  III  or  IV  or 
any  controlled  substance  listed  in  sched¬ 
ule  V,  unless  and  until  such  person  is 
registered  under  the  Act  (or  exempted 
from  registration)  and  he  has  furnished 
a  special  controlled  substance  export  in¬ 
voice  as  provided  by  section  1003(e)  of 
the  Act  to  the  Director  pursuant  to 
§  312.26. 

(c)  A  separate  authorization  request 
is  obtained  for  each  consignment  of  such 
controlled  substances  to  be  exported. 

§  312.22  Application  for  export  permit. 

(a)  An  application  for  a  permit  to  ex¬ 
port  controlled  substances  shall  be  made 
on  BND  Form  161  which  may  be  obtained 
from,  and  shall  be  filed  with,  the  Distri¬ 
bution  Audit  Branch,  Bureau  of  Narcotics 
and  Dangerous  Drugs,  Department  of 
Justice,  Washington,  D.C.  20537.  Each 
application  shall  show  the  exporter’s 
name,  address,  and  registration  number, 
the  name  and  detailed  description  of  each 
controlled  substance  desired  to  be  ex¬ 
ported,  the  net  quantity  thereof,  the 
number  and  size  of  packages  or  con¬ 
tainers,  the  name  and  quantity  of  the 
controlled  substance  contained  in  any 
preparation,  and  the  quantity  of  any 
solids  being  given  in  kilograms  or  parts 
thereof.  The  application  shall  include  the 
name,  address,  and  business  of  the  con¬ 
signee,  foreign  port  of  entry,  the  port  of 
exportation,  the  approximate  date  of 
exportation,  the  name  of  the  exporting 
carrier  or  vessel  (if  known,  or  if  unknown 
it  should  be  stated  whether  shipment  will 
be  made  by  express,  freight,  or  otherwise, 
exports  of  controlled  substances  by  mail 
being  prohibited) ,  the  date  and  number, 
if  any,  of  the  supporting  foreign  import 
license  or  permit  accompanying  the  ap¬ 
plication,  and  the  authority  by  whom 
such  foreign  license  or  permit  was  issued. 
The  application  shall  also  contain  an 
affidavit  that  the  packages  are  labeled  in 
conformance  with  Part  302  of  this  chap¬ 
ter  and  that,  to  the  best  of  affiant’s 
knowledge  and  belief,  the  controlled  sub¬ 
stances  therein  are  to  be  applied  exclu- 


FEDERAL  REGISTER,  VOL.  36,  NO.  50 — SATURDAY,  MARCH  13,  1971 


L 


PROPOSED  RULE  MAKING 


49G3 


slvely  to  medical  and  scientific  uses 
within  the  country  to  which  exported, 
will  not  be  reexported  therefrom  and 
that  there  is  an  actual  need  for  the  con¬ 
trolled  substance  for  medical  or  scien¬ 
tific  uses  within  such  country.  In  the 
case  of  exportation  of  bulk  coca  leaf 
alkaloid,  the  affidavit  may  state  that  to 
the  best  of  knowledge  and  belief,  the 
controlled  substances  will  be  processed 
within  the  coimtry  to  which  exported, 
either  for  medical  or  scientific  use 
within  that  country  or  for  reexporta¬ 
tion  in  accordance  with  the  laws  of  that 
country  to  another  for  medical  or  scien¬ 
tific  use  within  that  country.  The  appli¬ 
cation  shall  be  signed  and  dated  by  the 
exporter  and  shall  contain  the  address 
from  which  the  substances  will  be 
shipped  for  exportation. 

(b)  There  shall  also  be  submitted  with 
the  application  any  import  license  or 
permit  (and  a  translation  thereof  if  in 
a  foreign  language)  or  a  certified  copy 
of  any  such  license  or  permit  issued  by 
competent  authorities  in  the  country  of 
destination,  or  other  documentary  evi¬ 
dence  deemed  adequate  by  the  Director, 
showing  that  the  merchandise  is  con¬ 
signed  to  an  authorized  permittee,  that 
it  is  to  be  applied  exclusively  to  medical 
or  scientific  use  within  the  coimtry  of 
destination,  that  it  will  not  be  reex¬ 
ported  from  such  country,  and  that  there 
is  an  actual  need  for  the  controlled  sub¬ 
stance  for  medical  or  scientific  use 
within  such  country.  (In  the  case  of  ex¬ 
portation  of  bulk  coca  leaf  alkaloid,  the 
submitted  evidence  need  only  show  the 
material  outlined  in  paragraph  (a)  of 
this  section  for  such  exportations.) 

§  312.23  lissuance  uf  export  permit. 

(a)  The  Director  may  authorize  ex¬ 
portation  of  any  controlled  substance 
listed  in  schedule  I  or  II  or  any  nar¬ 
cotic  controlled  substance  listed  in 
schedule  III  or  IV  if  he  finds  that  such 
exportation  is  permitted  by  subsections 
1003  (a),  (b),  (c),  or  (d)  of  the  Act  (21 
U.S.C.  953  (a),  (b),  (c)  or  (d)). 

(b)  If  after  careful  consideration  of 
the  application  it  is  found  that  approval 
cannot  be  given,  such  fact  and  the  rea¬ 
sons  therefor  will  be  communicated  to 
the  applicant  by  the  Director.  If  addi¬ 
tional  information  is  required,  or  other 
action  is  necessary  to  correct  any  mis¬ 
take  or  irregularity  in  the  application  or 
accompanying  documents,  opportunity 
will  be  afforded  the  prospective  exporter 
by  the  Director  to  furnish  such  addi¬ 
tional  information  or  to  correct  such 
mistake  or  irregularity  before  the  appli¬ 
cation  is  finally  disapproved. 

(c)  Each  export  permit  shall  be  se¬ 
rially  numbered,  and  shall  be  predicated 
upon  a  separate  import  certificate  or 
other  documentary  evidence,  and  not 
more  than  one  shipment  shall  be  made 
thereon.  All  export  permits  shall  be  en¬ 
tered  in  a  register  kept  for  that  purpose 
in  the  office  of  the  Director.  Export 
permits  are  not  transferable. 

(d)  No  export  permit  shall  be  issued 
for  the  exportation  of  any  narcotic  drug 
to  any  country  when  the  Director  has 
information  to  show  that  the  estimates 
submitted  with  respect  to  that  country 


for  the  current  period,  under  the  Nar¬ 
cotics  Limitation  Convention  of  1931, 
or  the  Single  Convention  on  Nartotic 
Drugs  of  1961,  have  been,  or,  consider¬ 
ing  the  quantity  proposed  to  be  import¬ 
ed,  will  be  exceeded.  If  it  shall  appear, 
through  subsequent  advice  received  from 
the  International  Narcotic  Control  Board 
of  the  United  Nations  that  the  estimates 
of  the  country  of  destination  have  been 
adjusted  to  permit  further  importation 
of  the  narcotic  drug,  an  export  permit 
may  then  be  issued  if  otherwise  permis¬ 
sible. 

§  312.24  Distribution  of  ropios  of  ex¬ 
port  permit. 

An  export  permit  shall  be  prepared  in 
sextuplet  (numbered  Copy  1,  Copy  2, 
etc.,  respectively) .  These  copies  shall  be 
distributed  and  serve  purposes  as  fol¬ 
lows; 

(a)  Copy  1,  Copy  2,  and  Copy  3  shall 
be  transmitted  by  the  Bureau  to  the  ex¬ 
porter  who  will  retain  Copy  3  as  his 
record  of  authority  for  the  exportation. 
The  exporter  shall  present  to  the  Dis¬ 
trict  Director  of  the  U.S.  Bureau  of  Cus¬ 
toms,  at  the  port  of  export  and  at  the 
time  of  shipment.  Copy  1  and  Copy  2. 
Afer  endorsing  the  port  of  export  on  the 
reverse  side  of  Copy  1  and  Copy  2  the 
District  Director  shall  forward  the  en¬ 
dorsed  Copy  1  with  the  shipment,  and 
return  the  endorsed  Copy  2  to  the  Dis¬ 
tribution  Audit  Branch,  Bureau  of  Nar¬ 
cotics  and  Dangerous  Drugs,  Department 
of  Justice,  Washington,  D.C.  20537. 

(b)  Copy  4  shall  be  forwarded  by  the 
Bureau  to  the  District  Director  of  the 
U.S.  Bureau  of  Customs  at  the  port  of 
export  for  comparison  with  Copy  1  and 
for  retention  for  the  customs  record. 

(c)  Copy  5  shall  be  forw.  rded  by  the 
Bureau  to  the  officer  in  the  country  of 
destination  who  issued  the  import  cer¬ 
tificate,  or  other  documentary  evidence 
upon  which  the  export  permit  is  founded. 

(d)  Copy  6  shall  be  retained  by  the 
Bureau. 

§312.25  Expiratiuii  ilatc*. 

An  export  permit  shall  not  be  valid 
after  the  date  specified  therein,  which 
date  shall  conform  to  the  expiration  date 
specified  in  the  supporting  import  certif¬ 
icate  or  other  documentary  evidence 
upon  which  the  export  permit  is  founded, 

,  but  in  no  event  shall  the  date  be  subse¬ 
quent  to  6  months  after  the  date  the 
permit  is  issued.  Any  unused  exix)rt 
permit  shall  be  returned  by  the  permittee 
to  the  Distribution  Audit  Bi-anch  for 
cancellation. 

§  312.26  K^‘^■ord^  required  of  exp»>rler. 

The  exporter  shall  keep  a  record  of 
any  serial  numbers  that  might  appear  on 
packages  of  narcotic  drugs  in  quantities 
of  one  ounce  or  more  in  such  a  manner 
as  will  identify  the  foreign  consignee, 
along  with  Copy  3  of  the  export  permit. 

§  312.27  Contents  of  .speeial  eontrolled 
substanees  invoice. 

(a)  A  registrant  desiring  to  export 
any  nonnarcotic  controlled  substance 
listed  in  schedule  III  or  V  or  any  con¬ 
trolled  substance  listed  in  schedule  V 


must  furnish  a  special  controlled  sub¬ 
stances  export  invoice  on  BND  Form  236 
to  the  Registration  Branch,  Bureau  of 
Narcotics  and  Dangerous  Drugs,  Depart¬ 
ment  of  Justice,  Post  Office  Box  28083, 
Washington,  DC  20005,  not  less  than  fif¬ 
teen  (15)  calendar  days  prior  to  the  pro¬ 
posed  date  of  exportation,  and  distribute 
four  copies  of  same  as  hereinafter  di¬ 
rected  in  §  312.27. 

(b)  This  invoice  must  be  executed  by 
the  exporter  in  quintuplicate  and  include 
the  following  information. 

(1)  The  name,  address,  and  registra¬ 
tion  number  of  the  exporter;  and  the 
name,  address  and  registration  number 
of  the  exporter  broker,  if  any;  and 

(2)  A  complete  description  of  the  con¬ 
trolled  substances  to  be  exported,  includ¬ 
ing  the  name,  quantity  and  dosage  units; 
and 

(3 )  The  proposed  export  date,  the  port 
of  exportation,  the  foreign  port  of  entry, 
the  carriers  and  shippers  involved, 
method  of  shipment,  the  name  of  the 
vessel  if  applicable,  and  the  name,  ad¬ 
dress,  and  registration  number,  if  any, 
of  any  forwarding  agent  utilized;  and 

(4)  The  name  and  address  of  the  con¬ 
signee  in  the  country  of  destination,  and 
any  registration  or  license  numbers  if 
the  consignee  is  required  to  have  such 
numbers  either  by  the  country  of  desti¬ 
nation  or  under  United  States  law.  In 
addition,  documentation  must  be  pro¬ 
vided  to  show  that  such  consignee  is  au¬ 
thorized  under  the  laws  and  regulations 
of  the  country  of  destination  to  receive 
the  controlled  substances. 

(c)  Notwithstanding  the  time  limita¬ 
tions  included  in  paragraph  (a)  of  this 
section,  a  registrant  may  jbtain  a  special 
waiver  of  these  time  limitations  in  emer¬ 
gency  or  unusual  instances;  provided 
that  a  specific  confirmation  is  re<ieived 
from  the  Director  or  his  delegate  ad¬ 
vising  the  registrant  to  proceed  pursuant 
to  the  special  waiver. 

§.312.28  Di^itribiitioii  of  sprriul  voii- 
Irolled  siibslunces  invoicr. 

The  required  five  copies  of  the  special 
controlled  substances  export  invoice, 
BND  Form  236,  will  be  distributed  as 
follows; 

(a)  Copy  1  shall  accompany  the  ship¬ 
ment  and  remain  with  the  shipment  to 
its  destination. 

(b)  Copy  2  shall  accompany  the  ship¬ 
ment  and  will  be  detached  and  retained 
by  appropriate  customs  officials  at  the 
foreign  country  of  destination. 

(c)  Copy  3  shall  accompany  the  .ship¬ 
ment  and  will  be  detached  by  the  Dis¬ 
trict  Director  of  the  U.S.  Bureau  of  Cus¬ 
toms  at  the  port  of  exportation,  who 
shall  sign  and  date  the  certification  of 
customs  on  such  Copy  3,  noting  any 
changes  from  the  entries  made  by  the 
exporter,  and  shall  then  promtly  forward 
Copy  3  to  the  Registration  Branch  of 
the  Bureau. 

(d)  Copy  4  shall  be  forwarded  directly 
to  the  Registration  Branch,  Bureau  of 
Narcotics  and  Dangerous  Drugs,  Depart¬ 
ment  of  Justice,  Post  Office  Box  28083, 
Washington,  DC  20005,  at  least  fifteen 
(15)  days  prior  to  the  proposed  date  of 
exportation.  These  must  be  attached  to 
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this  copy  documentation  (including  reg¬ 
istration  numbers  if  required)  that  such 
consignee  is  authorized  imder  the  laws 
and  regulations  of  the  country  of  desti¬ 
nation  to  receive  the  controlled  sub¬ 
stances. 

(e)  Copy  5  shall  be  retained  by  the  ex¬ 
porter  on  file  as  his  record  of  authority 
for  the  exportation. 

§  312.29  Domrstif  release  proliibiled. 

An  exporter  or  a  forwarding  agent  act¬ 
ing  for  an  exporter  must  either  deliver 
the  controlled  substances  to  the  port  or 
border,  or  deliver  the  controlled  sub¬ 
stances  to  a  bonded  carrier  approved  by 
the  consignor  for  delivery  to  the  port  or 
border,  and  may  not,  under  any  other 
circumstances,  release  a  shipment  of 
controlled  substances  to  anyone,  includ¬ 
ing  the  foreign  consignee  or  his  agent, 
within  the  United  States. 

Transshipment  and  In-Transit 
Shipment  of  Controlled  Substances 

§  312.31  Schedule  I:  Application  for 
prior  written  approval. 

(a)  A  controlled  substance  listed  in 
schedule  I  may  be  imported  into  the 
United  States  for  transshipment,  or  may 
be  transferred  or  transshipped  within 
the  United  States  for  immediate  expor¬ 
tation,  provided  that: 

(1)  The  controlled  substance  is  neces¬ 
sary  for  scientific,  medical,  or  other  legit¬ 
imate  purposes  in  the  country  of  desti¬ 
nation,  and 

(2)  Prior  written  approval  has  been 
granted  by  the  Director. 

(b)  An  application  for  prior  written 
approval  must  be  submited  to  the  Dis¬ 
tribution  Audit  Branch,  Bureau  of  Nar¬ 
cotics  and  Dangerous  Drugs,  Department 
of  Justice,  Washington,  D.C.  20537,  at 
least  30  days,  or  in  the  case  of  an  emer¬ 
gency  as  soon  as  practicable,  prior  to  the 
expected  date  of  importation,  transfer 
or  transshipment.  Each  application  shall 
contain  the  following: 

( 1 )  The  date  of  execution ; 

(2)  The  identification  and  description 
of  the  controlled  substance: 

(3)  The  net  quantity  thereof; 

(4)  The  number  and  size  of  the  con¬ 
trolled  substance  containers: 

<5)  The  name,  address,  and  business 
of  the  foreign  exporter; 

(6)  The  foreign  port  of  exportation: 

(7)  The  approximate  date  of  exporta¬ 
tion; 

(8)  The  identification  of  the  exporting 
carrier; 

(9)  The  name,  address  and  business 
of  the  importer,  transferor,  or  trans¬ 
shipper; 

(10)  The  registration  number,  if  any, 
of  the  importer,  transferor  or  trans- 
shipper; 

(11)  The  U.S.  port  of  entry ; 

(12)  The  approximate  date  of  entry; 
<13)  The  name,  address  and  business 

of  the  consignee  at  the  foreign  port  of 
entry; 

( 14)  The  shipping  route  from  the  U.S. 
port  of  exportation  to  the  foreign  port 
of  entry: 

(15)  The  approximate  date  of  receipt 
by  the  consignee  at  the  foreign  port  of 
entry;  and 


(16)  The  signature  of  the  importer, 
transferor  or  transhipper,  or  his  agent 
accompanied  by  the  agent’s  title. 

(c)  An  application  shall  be  accom¬ 
panied  by  an  import  license  or  permit  or 
a  certified  copy  of  such  license  or  permit 
issued  by  a  competent  authority  of  the 
country  of  destination  (or  other  docu¬ 
mentary  evidence  deemed  adequate  by 
the  Director),  indicating  that  the  con¬ 
trolled  subtance: 

(1)  Is  to  be  applied  exclusively  to 
scientific,  medicai  or  other  legitimate 
uses  within  the  country  of  destination; 

(2)  Will  not  be  exported  from  such 
coimtry;  and 

(3)  Is  needed  therein  because  there  is 
an  actual  shortage  thereof  and  a  demand 
therefor  for  scientific,  medical  or  other 
legitimate  uses  within  such  country. 

Verification  by  an  American  consular 
officer  of  the  signatures  on  a  foreign  im¬ 
port  license  or  permit  shall  be  required, 
if  such  license  or  permit  does  not  bear 
the  seal  of  the  authority  signing  them. 

(d)  The  Director  shall,  within  21  days 
from  the  date  of  receipt  of  the  applica¬ 
tion,  review  it  and  rule  thereon,  either 
granting  or  denying  the  application. 
Prior  to  a  denial,  however,  the  Director 
shall  notify  the  applicant  that  approval 
cannot  be  granted,  stating  the  reasons 
therefor.  The  applicant  shall  be  accorded 
an  opportunity  to  amend  the  application, 
with  the  Director  either  granting  or 
denying  the  amended  application  within 
7  days  of  its  receipt. 

(e)  If  the  Director  does  not  grant  or 
deny  the  application  within  21  days  of  its 
receipt,  or  in  the  case  of  an  amended 
application,  within  7  days  of  its  receipt, 
it  shall  be  deemed  approval  of  the  appli¬ 
cation,  and  the  applicant  may  proceed. 

§  3)2.32  Schedules  II,  III,  IV:  Advance 
Notice. 

(a)  A  controlled  substance  listed  in 
schedules  n.  III,  or  IV  may  be  imported 
into  the  United  States  for  transshipment, 
or  may  be  transferred  or  transshipped 
within  the  United  States  for  immediate 
exportation,  provided  that  written  notice 
is  submitted  to  the  Distribution  Audit 
Branch,  Bureau  of  Narcotics  and  Dan¬ 
gerous  Drugs,  Department  of  Justice, 
Washington,  D.C.  20537,  at  least  14  days 
prior  to  the  expected  date  of  importation, 
transfer  or  transshipment. 

(b)  Each  advance  notice  shall  contain 
those  items  required  by  §  312.31(b) . 


PART  316— ADMINISTRATIVE  FUNC¬ 
TIONS,  PRACTICES,  AND  PROCE¬ 
DURES 

Subpart  A — Administrative 
Inspections 

§  3 1 6.0 1  Scope  of  Subparl  .4. 

Procedures  regarding  administrative 
inspections  and  warrants  pursuant  to 
sections  302(f),  510,  and  1015  of  the  Act 
(21  U.S.C.  822(f),  880,  and  965)  are  gov¬ 
erned  generally  by  those  sections  and 
specifically  by  the  sections  of  this  Sub¬ 
part. 


§  316.02  Definitions. 

As  used  in  this  Subpart,  the  following 
terms  shall  have  the  meanings  specified; 

(a)  Tlic  term  “Act”  means  the  Con¬ 
trolled  Substances  Act  (84  Stat.  1242;  21 
U.S.C.  801)  and/or  the  Controlled  Sub- 
stiinces  Import  and  Export  Act  (84  Stat. 
1285;  21  U.S.C.  951). 

(b)  The  term  “Bureau”  means  the  Bu¬ 
reau  of  Narcotics  and  Dangerous  Drugs. 

(c)  The  term  “controlled  premises” 
means — (1)  Places  where  original  or 
other  records  or  documents  required  un¬ 
der  the  Act  are  kept  or  required  to  be 
kept,  and 

(2)  Places,  including  factories,  ware¬ 
houses,  or  ether  establishments,  and  con¬ 
veyances,  where  persons  registered  under 
the  Act  or  exempted  from  registration 
under  the  Act  may  lawfully  hold,  manu¬ 
facture,  or  distribute,  dispense,  admin¬ 
ister,  or  otherwise  dispose  of  controlled 
substances. 

(d)  The  term  “Director”  means  the 
Director  of  the  Bureau.  The  Director  has 
been  delegated  authority  under  the  Act 
by  the  Attorney  General  (§  0.100)  of  this 
title. 

(e)  The  term  “inspector”  means  an 
officer  or  employee  of  the  Bureau  author¬ 
ized  to  make  inspections  under  the  Act. 

(f)  The  term  “register”  and  “registra¬ 
tion”  refer  to  registration  required  and 
permitted  by  sections  303  and  1007  of 
the  Act  (21  U.S.C.  823  and  957) . 

(g)  Any  term  not  defined  in  this  sec¬ 
tion  shall  have  the  definition  set  forth 
in  sections  102  and  1001  of  the  Act  (21 
U.S.C.  802  and  951) . 

§  316.03  Authority  to  nialie  in«<pe4'tions. 

In  carrying  out  his  functions  imder  the 
Act,  the  Director,  through  his  inspectors, 
is  authorized  in  accordance  with  sections 
510  and  1015  of  the  Act  (21  U.S.C.  880 
and  965)  to  enter  controlled  premises 
and  conduct  administrative  inspections 
thereof,  for  the  purpose  of: 

(a)  Inspecting,  copying,  and  verify¬ 
ing  the  correctness  of  records,  reports,  or 
other  documents  required  to  be  kept  or 
made  under  the  Act  and  the  regulations 
promulgated  under  the  Act,  including, 
but  not  limited  to,  inventory  and  other 
records  required  to  be  kept  pursuant  to 
Part  304  of  this  chapter,  order  form  rec¬ 
ords  required  to  be  kept  pursuant  to  Part 
305  of  this  chapter,  prescription  and  dis¬ 
tribution  records  required  to  be  kept  pur¬ 
suant  to  Part  306  of  this  chapter,  ship¬ 
ping  records  identifying  the  name  of  each 
carrier  used  and  the  date  and  quantity 
'jf  each  shipment,  and  storage  records 
identifyi)ig  the  name  of  each  warehouse 
used  and  the  date  and  quantity  of  each 
storage: 

(b)  Inspecting  within  reasonable  lim¬ 
its  and  in  a  reasonable  manner  all  perti¬ 
nent  equipment,  finished  and  unfinished 
controlled  substances  and  other  sub¬ 
stances  or  materials,  containers,  and 
labeling  found  at  the  controlled  premises 
relating  to  this  Act; 

(c)  Making  a  physical  inventory  of  all 
controlled  substances  on-hand  at  the 
premises: 

(d)  Collecting  samples  of  controlled 
drugs  or  precursors: 
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(e)  Checking  of  records  and  informa¬ 
tion  on  distribution  of  controlled  sub¬ 
stances  by  the  registrant  as  they  relate 
to  total  distribution  of  the  registrant 
(i.e.,  has  the  distribution  in  controlled 
substances  increased  markedly  within 
the  past  year,  and  if  so  why) ;  and 

(f)  Except  as  provided  in  §  316.04,  all 
other  things  therein  (including  records, 
files,  papers,  processes,  controls  and 
facilities)  appropriate  for  verification  of 
the  records,  reports,  documents  referred 
to  above  or  otherwise  bearing  on  the 
provisions  of  the  Act  and  the  regulations 
thereunder. 

§  316.04  Exclusion  from  inspection. 

(a)  Unless  the  owner,  operator  or 
agent  in  charge  of  the  controlled  prem¬ 
ises  so  consents  in  writing,  no  inspection 
authorized  by  these  regulations  shall  ex¬ 
tend  to: 

(1)  Financial  data: 

(2)  Sales  data  other  than  shipping 
data;  or 

(3)  Pricing  data. 

§  316.05  Entry. 

(a)  An  inspection  shall  be  carried  out 
by  an  Inspector.  Any  such  inspector,  upon 
(1)  Stating  his  purpose  and  (2)  Pre¬ 
senting  to  the  owner,  operator  or  agent 
in  charge  of  the  premises  to  be  inspected 
(i)  Appropriate  credentials,  and  (ii) 
Written  notice  of  his  inspection  author¬ 
ity  under  §  314.06  of  this  chapter,  and 
(3)  Receiving  informed  consent  under 
§  316.08  or  through  the  use  of  adminis¬ 
trative  warrant  issued  under  §  316.09  to 
§  316.14,  shall  have  the  right  to  enter 
such  premises  and  conduct  inspections 
at  reasonable  times  and  in  a  reasonable 
manner. 

§  316.06  Notice  of  inspection. 

The  notice  of  inspection  (END  Form 
82)  shall  contain: 

(a)  The  name  and  title  of  the  owner, 
operator,  or  agent  in  charge  of  the  con¬ 
trolled  premises: 

(b)  The  controlled  premises  name: 

(c)  The  address  of  the  controlled 
premises  to  be  inspected: 

(d)  The  date  and  time  of  the  inspec¬ 
tion; 

(e)  A  statement  that  a  notice  of  in¬ 
spection  is  given  pursuant  to  section  510 
of  the  Federal  Controlled  Substances  Act 
(21  U.S.C.  880) : 

(f)  A  reproduction  of  the  pertinent 
parts  of  section  510  of  the  Controlled 
Substances  Act:  and 

(g)  The  signature  of  the  inspector. 

§  316.07  Requirement  fop  administra¬ 
tive  inspection  warrant;  exceptions. 

In  all  cases  where  an  inspection  is  con¬ 
templated,  an  administrative  inspection 
warrant  is  required  pursuant  to  section 
510  of  the  Act  (21  U.S.C.  880),  except 
that  such  warrant  shall  not  be  required 
for  establishments  applying  for  initial 
registration  imder  the  Act,  for  the  in¬ 
spection  of  books  and  records  pursuant 
to  an  administrative  subpoena  issued  in 
accordance  with  section  506  of  the  Act 
(21  U.S.C,  876)  nor  for  entries  in  admin¬ 
istrative  inspections  (including  seizures 
of  property) : 


(a)  With  the  consent  of  the  owner, 
operator,  or  agent  in  charge  of  the  con¬ 
trolled  premises  as  set  forth  in  §  316.08; 

(b)  In  situations  presenting  imminent 
danger  to  health  or  safety; 

(c)  In  situations  involving  inspection 
of  conveyances  where  there  is  reasonable 
cause  to  obtain  a  warrant: 

(d)  In  any  other  exceptional  or  emer¬ 
gency  circumstance  or  time  or  oppor¬ 
tunity  to  apply  for  a  warrant  is  lacking; 
or 

(e)  In  any  other  situations  where  a 
warrant  is  not  constitutionally  required. 

§  316.08  Consent  to  inspection. 

(a)  An  administrative  inspection  war¬ 
rant  shall  not  be  required  if  informed 
consent  is  obtained  from  the  owner,  op¬ 
erator,  or  agent  in  charge  of  the  con¬ 
trolled  premises  to  be  inspected. 

(b)  Wherever  possible,  informed  con¬ 
sent  shall  consist  of  a  written  statement 
signed  by  the  owner,  operator,  agent  in 
charge  of  the  premises  to  be  inspected 
and  witnessed  by  two  persons.  The  writ¬ 
ten  consent  shall  contain  the  following 
information; 

(1)  That  he  (the  owner,  operator,  or 
agent  in  charge  of  the  premises)  has 
been  informed  of  his  constitutional  right 
not  to  have  an  administrative  inspection 
made  without  an  administrative  inspec¬ 
tion  warrant: 

(2)  Of  his  right  to  refuse  to  consent 
to  such  an  inspection: 

(3)  Of  the  possibility  that  anything 
of  an  incriminating  nature  which  may 
be  foimd  may  be  seized  and  used  against 
him  in  a  criminal  prosecution: 

(4)  That  he  has  been  presented  with 
a  notice  of  inspection  as  set  forth  in 
§  316.06; 

(5)  That  the  consent  is  given  by  him 
is  voluntary  and  without  threats  of  any 
kind;  and 

(6)  That  he  may  withdraw  his  con¬ 
sent  at  any  time  during  the  course  of 
inspection. 

(c)  The  written  consent  shall  be  pro¬ 
duced  in  duplicate  be  distributed  as  fol¬ 
lows; 

(1)  The  original  will  be  retained  by 
the  inspector;  and 

(2)  The  duplicate  will  be  given  to 
the  person  inspected. 

§  316.09  Application  for  a<]niini»>lrulivc 
in.spection  warrant. 

(a)  An  administrative  inspection  war¬ 
rant  application  shall  be  submitted  to 
any  judge  of  the  United  States  or  of  a 
State  court  of  record,  or  any  United 
States  magistrate,  on  END  Form  2001, 
or  a  reasonable  facsimile,  and  shall  con¬ 
tain  the  following  information: 

( 1 )  The  name  and  address  of  the  con¬ 
trolled  premises  to  be  inspected: 

(2)  A  statement  of  statutory  authority 
for  the  administrative  inspection  war¬ 
rant,  and  that  the  fact  that  the  particu¬ 
lar  inspection  in  question  is  designed  to 
insure  compliance  with  the  Controlled 
Substances  Act  or  the  Controlled  Sub¬ 
stances  Import  and  Export  Act  and  the 
regulations  promulgated  under  those 
Acts; 


(3)  A  statement  relating  to  the  nature 
and  extent  of  the  administrative  inspec¬ 
tion,  including,  where  necessary,  a  re¬ 
quest  to  seize  specified  items  and/or  to 
collect  samples  of  finished  or  unfinished 
controlled  substances; 

(4)  A  statement  that  the  establish¬ 
ment  either: 

(i)  has  not  been  previously  inspected, 
or 

(ii)  was  last  inspected  on  a  particular 
date. 

(b)  The  application  shall  be  submit¬ 
ted  under  oath  to  an  appropriate  judge 
or  magistrate. 

§  316.10  Administrative  probable  cause. 

If  the  judge  or  magistrate  is  satisfied 
that  “administrative  probable  cause,"  as 
defined  in  section  510(d)(1)  of  the  Act 
(21  U.S.C,  880(d)(1))  exists,  he  shall 
issue  an  administrative  warrant.  Admin¬ 
istrative  probable  cause  shall  not  mean 
criminal  probable  cause  as  defined  by 
Federal  statute  or  case  law. 

§  316.11  Execution  of  Warrants. 

An  administrative  inspection  warrant 
shall  be  executed  and  returned  as  re¬ 
quired  by,  and  any  inventory  or  seizure 
made  shall  comply  with  the  requirements 
of,  section  510(d)(3)  of  the  Act  (21 
UE.C.  880(d)(3)).  The  inspection  shall 
begin  as  soon  as  is  practicable  after  the 
issuance  of  the  administrative  inspec¬ 
tion  warrant  and  shall  be  completed  with 
reasonable  promptness.  The  inspection 
shall  be  conducted  during  regular  busi¬ 
ness  hours  and  shall  be  completed  in 
a  reasonable  manner. 

§  316.12  Refusal  to  allow  inspection 
witb  an  administrative  warrant. 

If  a  registrant  or  any  person  subject 
to  the  Act  refuses  to  permit  execution  of 
an  administrative  warrant  or  impedes 
the  inspector  in  the  execution  of  that 
warrant,  he  shall  be  advised  that  such 
refusal  or  action  constitutes  a  violation 
of  section  402(a)  (6)  of  the  Act  (21  U.S.C. 
(a)(6)).  If  he  persists  and  the  circum¬ 
stances  warrant,  he  shall  be  arrested 
and  the  inspection  shall  commence  or 
continue. 

§  316.13  Frequency  of  administrative 
inspections. 

Except  where  circumstances  otherwise 
dictate,  it  is  the  intent  of  the  Eureau 
to  inspect  all  manufacturers  of  con¬ 
trolled  substances  listed  in  schedules  I 
and  II  and  distributors  of  controlled 
substances  listed  in  schedule  I  once  each 
year;  and  to  inspect  all  distributors  of 
controlled  substances  listed  in  schedules 
II  through  V  and  manufacturers  of  con¬ 
trolled  substances  listed  in  schedules  III 
through  V  once  every  3  years. 

Subpart  B — Protection  of  Researchers 
and  Research  Subjects 

§  316.21  Confidentiality  of  research 
subjects. 

(a)  Any  person  registered  to  conduct 
research  in  controlled  substances  under 
the  Controlled  Substances  Act  (84  Stat. 
1242;  21  U.S.C.  801),  who  intends  to 
maintain  the  confidentiality  of  those 
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persons  who  are  the  subjects  of  such  re¬ 
search,  shall,  upon  registration  or  within 
a  reasonable  time  thereafter,  submit  to 
the  Director,  Bureau  of  Narcotics  and 
Dangerous  Drugs,  Department  of  Justice, 
Washington,  D.C.  20537,  a  separate  re¬ 
quest  for  each  research  project  involv¬ 
ing  controlled  substances,  which  shall 
contain  the  following: 

(1)  The  researcher’s  registration 
number  for  that  project; 

(2)  The  location  of  the  research 
project: 

(3)  A  general  description  of  the  re¬ 
search  or  a  copy  of  the  research  protocol; 

(4)  A  specific  request  to  withhold  the 
names  and/or  any  other  identifying 
characteristics  of  the  research  subjects; 
and 

(5)  The  reasons  supporting  the  re¬ 
quest. 

(b)  Within  30  days  from  the  date  of 
receipt  of  the  request,  the  Director  shall 
issue  a  letter,  either  granting  confiden¬ 
tiality,  requesting  additional  informa¬ 
tion,  or  denying  confidentiality,  in  which 
case  the  reasons  for  the  denial  shall  be 
Included.  A  grant  of  confidentiality  shall 
be  limited  solely  to  the  specific  research 
project  indicated  in  the  request. 

(c)  Within  30  days  after  the  date  of 
completion  of  the  research  project,  the 
researcher  shall  so  notify  the  Director. 

§  316.22  Exemption  from  prosecution 
for  researcher. 

(a)  Upon  registration  of  a  practitioner 
to  engage  in  research  in  controlled  sub¬ 
stances  under  the  Controlled  Substances 
Act  (84  Stat.  1242;  21  U.S.C.  801),  the 
Director  of  the  Bureau  of  Narcotics  and 
Dangerous  Drugs,  on  his  own  motion  or 
upon  request  in  writing  from  the  Secre¬ 
tary  or  from  the  practitioner,  exempt 
the  registrant  when  ticting  within  the 
scope  of  his  registration,  from  prosecu¬ 
tion  xmder  Federal,  State,  or  local  laws 
for  offenses  relating  to  possession,  dis¬ 
tribution  or  dispensing  of  those  con¬ 
trolled  substances  within  the  scc^  of  his 
exemption.  However,  this  exemption  does 
not  diminish  any  requirement  of  com¬ 


pliance  with  the  Federal  Food,  Drug  and 
Cosmetic  Act  (21  U.S.C.  301). 

(b)  The  exemption  shall  consist  of  a 
letter  issued  by  the  Director,  which  shall 
include: 

(1)  The  researcher’s  name  and  ad¬ 
dress; 

(2)  The  researcher’s  registration 
number  from  the  research  project; 

(3)  The  location  of  the  research 
project; 

(4)  A  concise  statement  of  the  scope 
of  the  researcher’s  registration:  and 

(5)  The  limits  of  the  exemption. 

(c)  The  exemption  shall  apply  to  all 
acts  done  in  the  scope  of  the  exemption 
while  the  exemption  is  in  effect.  The  ex¬ 
emption  shall  remain  in  effect  until  com¬ 
pletion  of  the  research  project  or  imtll 
the  registration  of  the  researcher  is 
either  revoked  or  suspended  or  his  re¬ 
newal  of  registration  is  denied.  Within 
30  days  of  the  date  of  completion  of  the 
research  project,  the  researcher  shall  so 
notify  the  Director  and  return  the  letter 
of  exemption. 

Subpart  C — Enforcement  Proceedings 

§  316.31  Authority  for  enforcement 
proceeding. 

A  hearing  may  be  ordered  or  granted 
by  any  Regional  Director  of  the  Bureau 
of  Narcotics  and  Dangerous  Drugs,  at  his 
discretion,  to  permit  any  person  against 
whom  criminal  and/or  civil  action  is  con¬ 
templated  tmder  the  Controlled  Sub¬ 
stances  Act  (84  Stat.  1242;  21  U.S.C,  801) 
or  the  Controlled  Substances  Import  and 
Export  Act  (84  Stat.  1285,  21  U.S.C.  951) 
an  opportunity  to  present  his  views  and 
his  proposals  for  bringing  his  alleged  vio¬ 
lations  into  compliance  with  the  law. 
Such  hearing  will  also  permit  him  to 
show  cause  why  prosecution  should  not 
be  instituted,  or  to  present  his  views  on 
the  contemplated  proceeding. 

§  316.32  Notice  of  proceeding;  time  and 
place. 

Appropriate  notice  designating  the 
time  and  place  for  the  hearing  shall  be 
given  to  the  person.  Upon  request,  sea¬ 
sonably  made,  by  the  person  to  whom 


notice  has  been  given,  the  time  or  place 
of  the  hearing,  or  both,  may  be  changed 
if  the  request  states  reasonable  grounds 
for  such  change.  Such  request  shall  be 
addressed  to  the  Regional  Director  who 
issued  the  notice. 

§316.33  Conduct  of  proceeding. 

Presentation  of  views  at  a  hearing 
under  this  Subpart  shall  be  private  and 
informal.  The  views  presented  shall  be 
confined  to  matters  relevant  to  bringing 
violations  into  compliance  with  the  Act 
or  to  other  contemplated  proceedings 
under  the  Act.  These  views  may  be  pre¬ 
sented  orally  or  in  writing  by  the  person 
to  whom  the  notice  was  given,  or  by  his 
authorized  representative. 

§  316.34  Records  of  proceeding. 

A  formal  record  of  the  hearing  may 
be  made  at  the  request  of  either  the 
Regional  Director  or  the  person  for  whom 
the  hearing  is  being  conducted.  If  such 
record  is  to  be  made  at  the  request  of 
the  Regional  Director,  the  person  attend¬ 
ing  the  hearing  will  be  so  advised  prior 
to  the  start  of  the  hearing. 

All  interested  persons  are  invited  to 
submit  their  comments  or  objections  in 
writing  regarding  this  proposal.  Com¬ 
ments  and  objections  should  be  sub¬ 
mitted  in  quintuplicate  to  the  OfBce  of 
Chief  Counsel,  Bureau  of  Narcotics  and 
Dangerous  Drugs,  Department  of  Justice, 
Room  611,  1405  Eye  Street  NW.,  Wash¬ 
ington,  DC  20537,  and  must  be  received 
no  later  than  30  days  after  publication 
of  this  proposal  in  the  Federal  Register. 
It  is  the  intention  of  the  Bureau  of  Nar¬ 
cotics  and  Dangerous  Drugs  to  publish 
final  rules  no  later  than  April  15, 1971,  to 
take  effect  on  May  1,  1971,  in  order  that 
regulations  be  in  effect  when  the  Com¬ 
prehensive  Drug  Abuse  Prevention  and 
Control  Act  of  1970  becomes  effective  in 
its  entirety. 

Dated:  March  8,  1971. 

John  E.  Ingersoll, 
Director,  Bureau  of 
Narcotics  and  Dangerous  Drugs. 
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